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On May 17, 1972, this Court vacated a decision of the 
District Court granting appellees’ motion to dismiss ap- 
pellants’ complaint for damages and injunctive relief for 
an alleged conspiracy in violation of anti-trust laws, and 
remanded this case to the District Court to allow further 
proceedings in the event appellants renewed their last- 
filed application for approval of the drug Cothyrobal by 
the Food and Drug Administration (FDA). After al- 
lowing appellants to pursue attempts for administrative 
relief, the District Court would retain jurisdiction over 
the anti-trust aspects of this case to consider any ensuing 
determinations of FDA as they relate to appellants’ 
claims, among others, of conspiracy, unfairness, or a 
conflict of interest involving appellees. 

The opinion of the Court in our view addressed itself 
exclusively to the anti-trust aspects of this case, and 
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specifically to the applicability of the Noerr-Pennington * 
doctrine. It appears that the opinion is wholly silent as 
to a crucial issue solely affecting the FDA medical officer, 
Dr. Marion J. Finkel, on the propriety of the dismissal 
of the complaint by the District Court under her claim 
of official immunity. Apart from granting the motion to 
dismiss for failure of appellants to show conduct viola- 
tive of the anti-trust laws and for failure to exhaust 
administrative remedies, the District Court expressly 
found that appellee Finkel was immune to a suit of this 
nature for acts within her official duties (J.A. 60-61). 

In the brief for appellee Finkel, complete reliance was 
placed upon the long and firmly settled principle that a 
federal official could not be held personally liable in dam- 
ages for discretionary acts committed within the gen- 
eral scope of official duties. E.g., Kendall v. Stokes, 44 
US. (3 How.) 87 (1845); Bradley v. Fisher, 80 U.S. 
(13 Wall.) 335 (1871); Spalding v. Vilas, 161 U.S. 483 
(1896) ; Howard v. Lyons, 360 U.S. 593 (1958); Barr 
v. Mateo, 360 U.S. 564 (1958). 

The applicability of this official immunity doctrine in 
the instant case was neither distinguished nor even noted 
by the Court. Moreover, it does not appear that the 
Court adverted in any respect to the clear authority hold- 
ing that even allegations of conspiracy against a Govern- 
ment official, as in the complaint here, would be insuffi- 
cient to remove the case from the operation of the immu- 
nity rule. E.g., S & S Logging Co. v. Barker, 366 F.2d 
617 (9th Cir. 1966) ; see e.g., Barr v. Mateo, supra; Nor- 
ton v. McShane, 332 F.2d 855 (5th Cir. 1964) ; Gregoire 
v. Biddle, 177 F.2d 579 (2d Cir. 1949), cert. denied, 339 
U.S. 949 (1950). We strongly feel that appellee Finkel 
was immune from a suit of this nature and that dis- 
missal as to her should have been upheld. The absence 
however of any treatment whatever of this vital and well- 


1Bastern Railroad Presidents’ Conference V. Noerr Motor 
Freight, Inc., 365 U.S. 127 (1961) ; United Mine Workers v. Pen- 
nington, 381 U.S. 657 (1965). 
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established defense leaves not only a serious question as 
to the applicability of the immunity doctrine in the con- 
sideration of this case on remand, but also as to the via- 
bility of that doctrine itself as it might apply to any 
Government official subjected to a similar suit. 

As a practical matter, it is conceivable that this Court 
determined that the dismissal of the complaint by the 
District Court was improper for the reason that the 
complaint on its face did not reveal that official immu- 
nity might be applicable to appellee Finkel, and further 
that the District Court must have considered matters 
beyond the pleadings (for example, the affidavits of ap- 
pellee Finkel’s superior officers showing her acts were 
within her official duties) in deciding to dismiss. If 
such consideration was the case, Rule 12 (b), F.R. Civ. 
P., categorically sanctions the treatment of a motion to 
dismiss as one for summary judgment” Thus, it ap- 
pears that the District Court could have granted sum- 
mary judgment for appellee Finkel on the basis of official 
immunity. Since it did not, we submit that this Court 
should construe upon an ample record the order to dis- 
miss as one granting summary judgment. Thompson v. 
New York Central R.R., 361 F.2d 187, 144 (2d Cir. 
1966). While alternatively, appellee Finkel may be free 
under the instant remand order to renew her motion for 
summary judgment in the District Court, this would 
require her further participation and defense in this 
action, which we have maintained was precisely the bur- 
den the immunity doctrine was intended to remove. 

We therefore request that this Court reconsider this 
case, modifying its opinion to the extent necessary to 
recognize a proper invocation of the official immunity 
doctrine by appellee Finkel, and in any event, making an 
explicit determination on the applicability of that doc- 


2The District Court declared the motion for summary judgment 
moot in view of its decision to dismiss. 
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trine to a suit of this nature. If a modification or clar- 
ification of the opinion should be deemed unnecessary, 
we respectfully suggest the appropriateness of a hearing 
en banc because of the exceptional importance of this 
question. 


HAROLD H. TITUS, JR., 
United States Attorney. 


JoHN A. TERRY, 
JosEPH M. HANNON, 
RosBerT S. RANKIN, JR., 
JuLius A. JOHNSON, 
Assistant United States Attorneys. 
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BRIEF FOR PLAINTIFFS-APPELLANTS 


Statement of Issues 


1. Whether appellants have recourse to a Federal District 
Court for relief when the conduct of appellees deny 
appellants a fair opportunity for a hearing and an 
impartial and objective administrative decision. 


Whether conduct of appellees violates Federal Anti- 
trust Laws and the antitrust laws of the states listed 
in the complaint and is not exempt under the holding 
of Eastern Railroad Presidents’ Conference v. Noerr 
Motor Freight, Inc., 395 U.S. 127 (1961). 
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3. Whether the Court below erred in holding that the 
actions of Appellant Marion Finkel were within the 
scope of her governmental employment, in the absence 
of any factual record. 


4. Whether the Court below erred in dismissing Appel- 
lants’ complaint without a hearing on the merits and in 
the absence of any factual record. 


Reference to Rulings 


The bases for the decision of the court below in granting 
Appellees motion to dismiss the complaint are set forth in 
the Court’s ‘“‘Finding of Fact and Conclusions of Law”’ 
dated July 3, 1970, at page JA-60 in the Appendix hereto. 


Statement of the Case 


I 
Procedural Summary. 


Plaintiffs, Murray Israel, MD., hereinafter referred to 
as ‘“Israel,’? an individual residing and practicing medi- 
eine at 265 Locust Lane, Roslyn Heights, Long Island, 
in the County of Nassau, State of New York; Vascular 
Pharmaceutical Company, hereinafter referred to as 
“Vaseular,””? a New York corporation with its principal 
place of business at 432 Mineola Boulevard, Williston Park, 
Long Island, State of New York; and Edison Pharmaceu- 
tical Company, hereinafter referred to as ‘“‘Edison,’’ a New 
York corporation with its principal place of business at 345 
Park Avenue, New York, State of New York, brought this 
action in the United States District Court for the District 
of Columbia by filing a complaint on December 24, 1969. 


The complaint [JA-2] seeks injunctive relief and dam- 
ages in the sum of Seventeen million dollars ($17,000,000) 
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and/or damages in the sum of Fifty-one million dollars 
($51,000,000) against Defendants on the following causes of 
action: first, plaintiffs were injured in their respective pro- 
fessions and businesses, which injuries proximately re- 
sulted from the Defendants’ violation of the Anti-trust laws 
of the United States; second, by means of the aforemen- 
tioned violations of the Anti-trust laws of the United States, 
Defendants violated the anti-trust and other laws of some 
of the states of the United States, including but not limited 
to, the States of New York, Pennsylvania, Virginia and of 
the District of Columbia. 


Defendants Baxter and Travenol appeared on March 20, 
1970, and moved to dismiss the complaint or in the alterna- 
tive for summary judgment [JA-11]; Defendant Finkel 
appeared on April 3, 1970, and moved to dismiss the com- 
plaint or in the alternative for summary judgment [JA-29] ; 
Defendant Kritchevsky appeared on May 4, 1970, and moved 
to quash service, dismiss the complaint, or in the alterna- 
tive for summary judgment [JA-52]. 


Plaintiffs filed papers in opposition to the three motions 
[JA-21, 48, 55]. Thereafter the three motions were argued 
before the Honorable George L. Hart, Jr. on June 24, 1970, 
who, from the bench, granted all three motions dismissing 
the complaint and denied, without prejudice, as moot, the 
alternative relief for summary judgment [JA-60]. An 
order was entered accordingly below on July 6, 1970 
[JA-62]. On August 5, 1970, Plaintiffs filed a Notice of 
Appeal to this Court along with their appeal bond. 


II 
The Complaint. 
The Complaint [JA-1] states two causes of action. The 
first cause of action charges Defendants with violations of 
Section 15 of Title 15 of the United States Code “‘an act 


to protect trade and commerce against unlawful restraint 
and monopolies”, as amended, commonly known as the 


Sherman and Clayton Acts. The second cause of action 
charges the Defendants with conduct that violated the anti- 
trust and other laws of some of the states of the United 
States and the District of Columbia. 


The Complaint alleges generally that the Defendants 
conspired to keep Cothyrobal off the market and out of 
competition with Choloxin, a similar and competing drug 
manufactured and sold by Defendants Baxter and Trave- 
nol, by influencing the Food and Drug Administration 
(FDA) to refuse approval of the new drug application 
(NDA) filed for Cothyrobal. Defendants pursued the con- 
spiracy by directly influencing the FDA in, among others, 
the following ways: a) suppressing, concealing, and/or 
misconstruing the results of a government agency study of 
cholestrol lowering drugs [JA-5]; b) arranging for indi- 
viduals in the pay of the Defendants or under their control 
to serve as consultants to the FDA in connection with the 
Cothyrobal application [JA-5]; c) unfairly and illegally 


applying laws and regulations in a manner favoring 
Choloxin over Cothyrobal [JA-6]; d) misrepresenting the 
safety and efficacy of the new drugs in favor of Choloxin 
[JA-6]. 


Such conspiracy constitutes a restraint of trade and vio- 
lates the Sherman and Clayton Acts [JA-8]. In the same 
way, the conspiracy violates the anti-trust and other laws 
of several states [JA-9]. 


II! 


The Motions. 


Defendants Baxter and Travenol set forth four grounds 
as a basis for their motion, namely: 


1. Complaint fails to state a claim in that the 
conduct complained of does not violate the federal 
antitrust laws. 
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2. Complaint fails to state a claim in that it 
alleges no injury to Plaintiffs by reason of any con- 
duct of Defendants as inasmuch as Plaintiffs can’t 
sell Cothyrobal until application is approved by the 
FDA and Plaintiffs didn’t allege that any such appli- 
cation was entitled to approval and thereby Plain- 
tiffs failed to exhaust their administrative remedies. 


3. Complaint fails to state a claim in that it fails 
to allege any conduct violative of state law. 


4. Lack of jurisdiction over Defendant Baxter 
based on no valid service of process or process 
served upon it. 


Defendant Finkel, in addition to the above grounds, 
alleged as a basis for her motion immunity from suit as a 
federal official acting within the scope of her authority for 
acts committed in pursuance of those official duties. 


Defendant Finkel claimed further in her motion that 
injunctive relief should not be granted to restrain her from 
performing acts within the scope of her official authority. 


Defendant Kritchevsky alleged the same grounds for 
relief as Defendant Baxter except that he did not challenge 
Plaintiffs’ second cause of action dealing with violation of 
state laws. 


IV 
Facts. 


In 1960, Vascular submitted to the Food and Drug Ad- 
ministration (FDA) a new drug application (NDA) No. 
11-311 on behalf of the drug Cothyrobal. This application 
was withdrawn without prejudice to filing a subsequent new 
drug application at a later date. Thereafter, in 1961, 
Vascular submitted NDA number 13-118. Upon a decision 
by the FDA not to file the NDA on the grounds that it was 
incomplete, Vascular requested a filing over protest and 
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demanded a hearing, which was begun on November 18, 
1963. During the course of the hearing, Vascular agreed 
to provide minor information clarifying certain statements 
in the NDA so that FDA could better evaluate the safety 
and effectiveness of Cothyrobal. Also, counsel for the FDA 
advised Vascular that to the extent that it was legally 
possible the FDA staff would cooperate and consult with 
the application, in order to expedite this clarification. 


Due to the agreement of the parties, the hearing was 
terminated and Vascular withdrew its application (NDA 
No. 13-118) [J.A-27]. 


Relying on the statement made by FDA counsel at the 
hearing on NDA No. 13-118, Vascular, shortly after the 
NDA withdrawal, submitted a new drug application for 
Cothyrobal containing the information it agreed to furnish 
(NDA No. 15-497). This application lay dormant before 
the FDA until approximately one year ago. During that 
period Plaintiffs sought the affirmative cooperation of FDA 


and the consultation outlined at page three of the transcript 
of the hearing on NDA No. 13-118 [JA-28]. 


The FDA in September 1964 revoked the investigational 
new drug exemption (IND) for Cothyrobal on the grounds 
that it was not clinically safe ‘‘despite unequivocal private 
FDA admissions that over a period of more than ten years 
there had never been a report of injury’’ [JA—Cone. REc. 
at 2]. On January 8, 1969, the FDA published notice that 
it proposed to refuse NDA No. 15-497 for Cothyrobal (34 
Fep. Rec. 273). Initially, Plaintiffs exercised their rights 
to demand a hearing, and a pre-hearing conference was 
scheduled for April 23, 1969. On April 22, 1969, Plaintiffs 
withdrew NDA No. 15-497 without prejudice after con- 
sultation with FDA. 


Plaintiff Israel submitted the patented drug Cothyrobal, 
consisting of equal parts of natural thyroid hormone and 
vitamin B-12, for the treatment of arteriosclerosis, in- 
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cluding coronary arteriosclerosis, for FDA approval as 
stated in 1960. 


Cothyrobal, as patented, contains a desirable function 
of thyroid medication without the usual risk of bad side- 
effects on the heart. It has been favorably reviewed in the 
Journal of the American Medical Association and the 
American Journal of Digestive Diseases, and has been used 
by many reputable physicians, particularly in the treatment 
of otherwise hopeless diabetic blindness. The complaint 
alleges that the FDA has denied approval of Cothyrobal 
through a series of falsehoods, deceits, and general mal- 
feasance supported by a conspiracy between and among the 
defendants. At the same time, the FDA has given approval 
to Defendant Baxter’s competing drug Choloxin, while re- 
quiring much less stringent tests [JA—Cone. Rec. at 4]. 


Plaintiffs sought to prove, and submitted affidavits in 
support thereof [JA-26], that a conspiracy existed or con- 


tinues to exist either directly or through agents, employees, 
consultants, advisors, subordinates or associates of defend- 
ants, to improperly and illegally influence the FDA to reject 
the application of Cothyrobal. There was no hearing below 
and no testimony was taken. 


Defendant Kritchevsky, among others, while in the pay 
of Defendant Baxter, served as consultant, advisor and/or 
special government employee and advised the Department 
of Health, Education and Welfare (HEW) and particu- 
larly the FDA, on matters relating to Cothyrobal. Plain- 
tiffs alleged in their Complaint that for these services, 
Defendant Kritchevsky received a stipend from the Govern- 
ment and was instrumental in the decision of the FDA 
in regard to Cothyrobal [JA-5; Cone. Rec. at 3]. Further, 
Defendant Kritchevsky served in 1963 as a member of the 
FDA “‘ Advisory Committee’’ evaluating the drug Cothyro- 
bal. Indications from the Congressional Record [JA—— 
Coxe. Rec.] and supporting letters from Kritchevsky to an 
investigator of a Senate subcommittee (Congressional Rec- 
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ord at 6), show that Defendant Kritchevsky had up to two 
hundred shares of Baxter stock at the time of his service 
to the FDA, and was receiving stipend from Baxter for 
“research and for laboratory expenses’’ at this time. 


Defendant Finkel, assisted by Defendant Kritchevsky, 
over a period of eight years, discriminated against Plain- 
tiffs and the drug Cothyrobal, by employing a double stand- 
ard in testing the drug. At the same time, Choloxin, manu- 
factured and distributed by Defendant Baxter, was tested 
according to a lesser standard. Furthermore, Plaintiffs 
contend that Defendant Finkel was outside the scope of her 
authority [JA-6]. 


Summary of Argument 


The District Court erred in granting appellees’ motions 
below to dismiss the complaint because the various grounds 
relied upon by the court constituted questions of fact that 
could only be determined on trial. In prematurely applying 
the Doctrine of the Exhaustion of Remedies, the District 
Court erred in not hearing the factual proof of Appellants 
to support their contention that the alleged conspiratorial 
actions of Appellees prevented Appellants from having a 
fair opportunity for a hearing and an impartial and objec- 
tive decision by the Food and Drug Administration and 
that further efforts to exhaust administrative procedural 
steps would be fruitless. 


The Doctrine of the Exhaustion of Remedies has always 
recognized an exception when the party does not have 
remedy in the Court of Appeals to review an agency deter- 
mination. Appellants contend that Appellees’ actions so 
prejudiced their case before the FDA that further admin- 
istrative attempts would only delay final disposition of the 
application and present a distorted record for review by 
the Court of Appeals. Facing this conspiracy, Appellants 
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in their complaint sought to enjoin the conspirators and 
remove the barricade to a fair opportunity for a hearing 
and an impartial and objective decision by the FDA. 


Referring now to the merits of the complaint, the Dis- 
trict Court erred in the application of the doctrine of East- 
ern Railroad Presidents’ Conference v. Noerr Motor 
Freight, Inc., 395 U.S. 127 (1961), which rests on the prem- 
ise that self-interested persons provide much of the in- 
formation upon which governments must act, and such per- 
sons, having the constitutional right to petition in the very 
instances in which that right may be of most importance 
to them, are immune from suit under the Anti-trust laws. 
Even, arguendo, if Noerr does apply, the District Court 
erred in rejecting Appellants’ contention that the case 
comes within the exception to Noerr set forth in Whitten v. 
Paddock Pool Builders, Inc., 38 L.W. (March 25, 1970). 
Appellants contend that the District Court erred in not 
considering the facts alleged in the complaint, which clearly 
show a direct attempt to influence administrative processes 
as part of a scheme to restrain trade, and thereby are 
covered by the Noerr Doctrine. The District Court further 
erred in holding that the actions of Defendant Finkel were 
within the scope of her employment and she was therefore 
immune from liability. Finally the Court below committed 
serious error in dismissing the complaint in its entirety 
against the Defendant Kritchevsky because Kritchevsky in 
his motion never even challenged the second cause of action. 


The nature of the allegations contained in the complaint, 
the seriousness of the charges, and Appellants’ willingness 
and readiness to prove the allegations warranted a hearing 
and a full trial on the merits. 
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ARGUMENT 
POINT I 


The Trial Court Erred In Granting Appellees’ 
Motion Below To Dismiss The Complaint 
Because the Various Grounds Relied Upon 
By The Court Constituted A Question of Fact 
That Could Only Be Determined After 
A Trial. 


The District Court entertained motions to dismiss or in 
the alternative for summary judgment on behalf of all 
Appellees. In granting these motions to dismiss, the 
Court failed to consider that controverted factual issues 
existed and could only be determined on a trial. 


For purposes of a motion to dismiss, the complaint is 
construed in the light most favorable to Plaintiff and its 
allegations are taken as true. (For the purpose of this 
brief we direct our argument only to the Motion to Dismiss 
which the District Court granted, while holding the alterna- 
tive Motion for Summary Judgment moot.) See, Jenkins 
v. McKeithen, 395 U.S. 411, 421-22 (1969); Gardmer v. 
Toilet Goods Association, 387 U.S. 167 (1967) ; Radovich v. 
National Football League, 352 U.S. 455 (1957). The Dis- 
trict Court should have considered whether the allegations 
in the complaint constitute a statement of claim under Rule 
8(a) of the Federal Rules of Civil Procedure. Courts have 
repeatedly said that they accept the ‘‘truth of facts,’’ 
Brown v. Brown, 368 F. 2d 992 (CA 9, 1966), cert- denied 
385 U.S. 868; ‘‘material facts’’, U.S. v. Mercantile Trust 
Company National Association, 263 F. Supp. 340 (D.C. 
Mo., 1967), reversed per curiam on other grounds, 389 U.S. 
27 (1967) ; ‘‘well-pleaded facts”’, Ward v. Hudnell, 366 F. 
2d 247 (CA 5, 1967); and ‘‘well pleaded allegations,”’ 
Hiland Dairy, Inc. v. Kroger Company, 402 F. 2d 968 
(CA8, 1968), cert. denied, 395 US. 961 (1969). Accepting 
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these principles, it is evident on the face of the Complaint 
that Appellants do state a claim for which relief should be 
granted. As the Court of Appeals for the Ninth Cireuit 
stated in Rennie Laughlin Inc. v. Chrysler Corporation, 342 
F. 2d 208 (1957) : 


“¢(A) Motion to dismiss (is not) the only effective 
procedural implement for the expeditious handling 
of legal controversies . . . that is one of the reasons 
why a motion to dismiss is viewed with disfavor in 
the Federal courts. Another is the basic precept 
that the primary objective of the law is to obtain a 
determination of the merits of any claim; and that 
a ease should be tried on the proofs rather than on 
the pleadings.’’ Id. at 213. 


The test most often applied to determine the sufficiency 
of the complaint was set out in the leading case of Conolly 
v. Gibson, 355 U.S. 41 (1957), in which the Supreme Court 
said, ‘‘in appraising the efficiency of the complaint we fol- 
low, of course, the accepted rule that a complaint should 


not be dismissed for failure to state a claim, unless it ap- 
pears beyond doubt that the plaintiff can prove no set of 
facts in support of his claim which would entitle him to 
relief.”? Id. at 45-46. The question therefore is whether 
in the light most favorable to Plaintiff, and with every 
doubt resolved in his behalf, the complaint states any 
valid claim for relief? See, Manning v. Board of Public 
Instruction of Hillsboro, Florida, 277 F. 2d 370 (CA5, 
1960). A further treatment of the District Court’s error 
in granting Appellees’ motion on the grounds Appellants 
failed to exhaust their administrative remedies will be pre- 
sented subsequently, however, the relief sought by Appel- 
lants certainly justify and require a trial on the merits. 


A list of cases in which the motion to dismiss has been 
denied in order to allow a full disclosure by the parties 
and a trial on the merits include: Mungo v. Armstrong, 21 
F. BR. D. 296 (D.C.N.Y., 1958) (Administrative Procedure 
Act); Radovich v. National Football League, 352 U.S. 445 
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(1957), Harmon v. Valley National Bank, 339 F. 2d 439 
(CA 8, 1964), U.S. v. Volkswagon of America Inc., 182 F. 
Supp. 405 (D.C.N.J., 1960) (Anti-trust) ; Falsetti v. Local 
Union No. 2026, United Mine Workers of America, 34 
F. BR. D. 461 (D.C. Pa., 1964), R.I.T.A. Chemical Corp. v. 
Malmstrom Chemical Corp., 200 F. Supp. 954 (D.C. Tl, 
1962) (Conspiracy). 


In recent years Federal courts have rejected a demand 
for more elaborate pleadings in Anti-trust cases and re- 
pudiated earlier decisions to the contrary. It now appears 
reasonably clear that the standard of Rule 8(a) calls for a 
short and plain statement of the claim for relief. See, New 
Home Appliance Center Inc. v. Thompson, 250 F. 2d 881 
(CA10, 1957). In United States v. West Virginia Pulp and 
Paper Company, 36 F. BR. D. 250 (D.C.N.Y., 1964), the 
Court said that the Federal Rules of Civil Procedure apply 
with the same force to suits under the Anti-trust laws as 
they do to other civil actions, and complaints in Anti-trust 
cases are no different than those in other civil litigation 
but merely are part of ‘‘notice pleading”. In United 
States v. Continental Can Company, 22 F. RB. D. 235 
(D.C.N.Y., 1958), the same court held that the complaint 
in an Anti-trust action does not have to define the issues 
with any precision. As indicated previously, the current 
trend is toward greater liberality in pleading Anti-trust 
claims. Facts do not have to be alleged in detail and the 
statement of the essential elements of the claim have been 
simplified. The complaint states a claim and there are 
material facts in which there exists genuine issues which 
can only be properly resolved after a trial. 
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POINT II 


In Dismissing the Complaint, the District Court 
Erred In Relying Upon the Noerr Doctrine. 


In dismissing the complaint, the District Court relied 
on Appellees’ argument that the decisions of the Supreme 
Court in Eastern Railroad Presidents’ Conference v. Noerr 
Motor Freight Inc., 365 U.S. 127 (1961) and United Mine 
Workers of America v. Pennington, 381 U.S. 657 (1965), 
such conduct as alleged, cannot violate the Anti-trust laws. 
Appellants contend that the District Court erred in not 
recognizing that the facts in the instant case are readily 
distinguishable from the fact pattern in Noerr and Pen- 
nington. As the Noerr court recognized: ‘‘there may be 
situations in which a publicity campaign, ostensibly di- 
rected toward influencing governmental action, is a mere 
sham to cover what is nothing more than an attempt to 
interfere directly with the business relationship of a com- 
petitor. and the application of the Sherman Act would be 
justified.”? 365 U.S. at 144. See Trucking Unlimited v. 
California Transport Co., 39 L.W. 2206 (Oct. 5, 1970). 


The District Court in not trying the case on its merits, 
failed to see that acts of Appellees, rather than merely 
attempting to influence legislation or law enforcement, as 
protected by Noerr, were, in fact, acts specifically con- 
demned by the Sherman Act. Thus the very language and 
tenor of Noerr excludes actions such as that of Appellees 
from the constitutional safeguard of petitioning to influence 
government. 


In a recent decision the United States Court of Appeals 
for the Ninth Circuit saw the wisdom of Appellants’ argu- 
ment, in a case akin to the instant one. In Trucking Un- 
limited v. California Transport Co., supra, the defendant 
trucking companies, the largest highway common carriers 
in California and the Western States, attempted to destroy 
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competition with small companies, which competition re- 
sulted from the relatively easy access to operating rights 
granted by the California Public Utilities Commission 
(PUC) and the Interstate Commerce Commission (ICC). 
The California PUC has long had a policy to encourage 
competition in the trucking industry by freely granting, and 
approving the transfer of certificates of public convenience 
and necessity. Until 1963 it was the policy of the ICC to 
register any certificate issued by the PUC automatically, 
without further hearing. Defendants established a joint 
trust fund, maintained by monthly contributions based on 
each defendants gross income, to fmance opposition to all 
such applications then pending or thereafter filed by their 
competitors with the PUC or ICC. In seeking to destroy 
the access to these agencies, defendants opposed each appli- 
cation with or without probable cause, and regardless of 
jts merits. By use of an effective organization they pur- 
sued such applications through all stages of the adminis- 
trative and judicial process. This put the burden of great 
expense and time upon the smaller companies, and in effect 
deterred any prospective small trucking companies from 
instituting and pursuing such applications. Using the 
doctrine of Noerr, the Federal District Court for Northern 
California dismissed the ‘Anti-trust complaint in a similar 
manner as in the present case. Reading the Noerr Doctrine 
to hold that the Sherman Act does not forbid attempts to 
influence the passage and enforcement of laws, the Dis- 
trict Court barred the action by the small trucking com- 
panies. 


In reversing the District Court, the Ninth Circuit held 
that the Anti-trust immunity created by Noerr for attempts 
to influence the passage or enforcement of laws does not 
extend to an agreement to employ judicial and administra- 
tive adjudicative processes as part of a scheme to restrain 
trade. Further, the Court held, the immunity does not 
cover any joint activity whose real purpose is to restrain 
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competitors directly, rather to restrain them indirectly by 
inducing restrictive governmental action. The Ninth Cir- 
euit recognized that the Noerr-Pennington Principle rests 
on the premise that self-interested persons provide much 
of the information upon which government must act and 
that such persons have the constitutional right to petition 
in the very instances in which that right may be of most 
importance to them. The Court went on, however, that the 
rational does not justify immunizing agreements to utilize 
the judicial and administrative adjudicative process since 
the fundamental reason for the @gception does not apply. 
“Tt is not the function of the courts to determine whether 
laws restraining trade will be adopted, or having been 
adopted, whether they will be enforced; nor is this the 
function of the administrative agency engaged in adjudica- 
tion, as PUC and ICC are here.’’ 39 L.W. 2206. It would 
be pointless to limit the reach of the Sherman Act in order 
to protect the access of “‘Courts and Agencies in adjudi- 
cated functions to information and opinion relevant to the 
determinations which they have no power to make.’”” Id. 
The Ninth Circuit points up what Appellants present to the 
District Court in the instant case. The FDA is not in the 
business of passing or enforcing laws. Rather, they are 
in the business of applying the laws and should be free 
from conspiratorial activity of interest groups for attempt 
to influence this application. 


In reasoning that no violation of the Sherman Act can 
be predicated upon mere attempts to influence the passage 
or enforcement of laws, the Court in Noerr could find ‘‘no 
specific findings that the railroad attempted directly to 
persuade anyone not to deal with the truckers.”? 365 U.S. 
442. The Ninth Circuit, again, accepted the type of argu- 
ment made by Appellants below, when they held that the 
immunity of Noerr does not cover any joint activity whose 
real purpose is to restrain competitors directly, rather 
than to restrain them indirectly by inducing restrictive 
governmental action. Plaintiffs in Trucking Unlimited, 
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as have Appellants herein, alleged that the Defendants’ 
real purpose was to restrain trade directly, rather than 
indirectly through the medium of governmental action, 
thus, the ‘‘sham’’ exception suggested by Appellants be- 
low, applies regardless of the status of joint approaches 
to adjudicative bodies under that defense. As the Ninth 
Circuit points out ‘‘the act does not bar legislation or law 
enforcement restraining trade and therefore does not bother 
solicitation of such action. Conversely, if joint action is 
not for the purpose of restraining competition by inducing 
governmental action, but is rather for the purpose of im- 
posing direct restraint by defendant’s own conduct, the 
Sherman Act applies.”’ 39 L.W. 2206. In the instant case, 
Appellants’ complaint sets forth facts spelling out violation 
of this exception. The purpose of Defendants’ joint ac 
tivity was not to induce action by the affected governmental 
agency, but to preclude it (emphasis supplied). This is 
hardly a ‘‘genuine”’ effort to influence governmental action 
sn the Noerr sense. Prohibiting such joint activity under 
the Sherman Act will not ‘impair the power of govern- 
ment to take action ... that operates to restrain trade. 
Tt would not impede the ability of the people to make their 
wishes known to them through the representatives in any 
legitimate sense, nor deprive the government of a valuable 
source of information.’’ Id. 


The legislative history of the Sherman Act, according 
to the Court in Noerr, demonstrates that the act was in- 
tended to apply to business as opposed to political activity. 
However, in American Tobacco Company v. United States, 
328 U.S. 781 (1946), the Supreme Court ruled that types 
of acts committed by Appellees herein will not and shall 
not be sanctioned: 


It is not the fault of combination or the particular 
means, but the result to be achieved, that the statute 
condemns. It is not of importance whether the 
means used to accomplish the unlawful objective are 
in themselves lawful or unlawful. Acts done to give 


17 


effect to the conspiracy may be in themselves wholly 
innocent acts. Yet, if they are part of the sum of 
the acts relied upon to effectuate conspiracy which 
the statute forbids, they come within prohibitation. 
Id. at 809. 
Commentators on the decision in Noerr see it as a choice 
which reconciles the economic policies behind the Anti- 
Trust laws with the First Amendment right to petition the 
government. See U. Ill. L-F. 326, Summer 1961. In deny- 
ing that the policy of the act could justify eliminating the 
right to petition, the Supreme Court in Noerr was dealing 
with the mere solicitation of governmental action for the 
passage or enforcement of law. However, in the instant 
case, Appellants were injured by the direct effect of Ap- 
pellees’ conspiracy on a decision of a federal agency. 
Appellees were engaged in more than an attempt to obtain 
the passage of favorable legislation as was the situation 
in Noerr. A campaign of direct influence on the decision 
of FDA cannot be detached from the result it produced 


denying the Appellants’ a fair opportunity for a hearing 
and an impartial and objective decision with respect to 
Appellants’ new drug application. 


In Pennington, where certain large coal producers and 
the Union sought to limit the ability of small producers to 
compete for major contracts by setting wage seales, the 
Supreme Court held that while Noerr shields from the 
Sherman Act “‘a concerted effort to influence public officials 
regardless of intent or purpose,’’ 381 U.S. 670, the Noerr 
doctrine would not shield efforts that were ‘‘part of a 
conspiracy to drive small operators out of business.’’ Id. 
In the instant case, Appellees, by their actions, conspired 
to prevent a valid governmental decision and, hence, keep 
a competitor out of business. 


As argued by Appellants, below, Noerr by its very 
language applies the Sherman Act to the factual situation 
of the instant case. In not reading the Noerr decision in 
this light, the District Court erred in considering the type 
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of activity complained of as an ‘‘attempt to influence the 
passage or enforcement of law.’”’ As pointed out by the 
Ninth Circuit, the Noerr immunity does not extend to an 
agreement to employ judicial and administrative adjudica- 
tive processes as part of a scheme to restrain trade. Nor 
does it cover any joint activity whose real purpose is to 
restrain competitors directly rather than to restrain them 
indirectly, by producing restrictive governmental action. 
39 L.W. 2206. 


POINT III 


In Dismissing the Complaint, the District 

Court Erred, Assuming Arguendo That Noerr 

Applied, in Rejecting Appellants’ Contention 

That the Case Comes Within the Exception 

to Noerr, Set Forth in Whitten v. Paddock 
Pool Builders, Inc. 


Appellants, assuming arguendo that Noerr applies con- 
tend that the District Court erred in not accepting the 
limits to the Noerr doctrine set out in Whitten v. Paddock 
Pool Builders, Inc., 38 L.W. 2534 (March 25, 1970), Cert. 
denied, No. 351, 39 L.W. 3949 (October 12, 1970). 


In Whitten, Plaintiff and Defendant attempted to in- 
fluence officials of a municipal public agency hired to super- 
vise construction of a public pool by publishing descriptions 
of their products in architectual catalogues and by lobbying 
to persuade them to adopt their specifications. The speci- 
fications on their face were neutral technical descriptions 
of generally available pool accessories but at a closer in- 
spection revealed that they described the Defendant’s prod- 
ucts and only those in a variety of ways. Thus, the de- 
scriptions were designed to rule out features of competing 
equipment. Vacating a District Court’s summary dismis- 
sal, the Court of Appeals for the First Circuit questioned 
whether a particular attempt to influence a public official 


19 


is the kind of public activity that Noerr protects. Stating 
that Noerr stressed the importance of free access to public 
officials, the Court went on to state that ‘‘We doubt whether 
the Court, without expressing additional rationale, would 
have extended the Noerr umbrella to public officials en- 
gaged in purely commercial dealings when the case turned 
on other issues.’’ 38 L.W. 2534. 


In support of its proposition that efforts to influence 
governmental action cannot violate the Anti-trust laws, 
Defendant Paddock advanced two separate principles of 
exemption. First, drawing on Parker v. Brown, 317 U.S. 
341 (1943), Defendant argued that restraints of trade re- 
sulting from valid governmental action do not give rise to 
private Anti-trust liability. Second, relying primarily on 
Noerr, Defendant argued that joint efforts to influence offi- 
cials are beyond the scope of the Anti-trust laws. The 
Court stated that the entire thrust of Noerr is aimed at en- 
suring uninhibited acts as to government policymakers. 


However, ‘‘. . . efforts of an industry leader to impose its 
product specifications—by guile, falsity, and threats—on a 
harried [official] hired by a public body hardly rises to the 
dignity of an effort to influence the passage or enforcement 
of laws. By ‘enforcement’ of laws, we understand some 
significant policy determination in the application of a 
statute, not a technical decision ...’’ 38 L.W. at 2534. 


In the instant case, the direct influence of Appellees 
through a conspiracy is one of those questionable acts con- 
demned by Judge Kaufmann in Whitten when he ques- 
tioned whether a particular attempt to influence a public 
official is the kind of political activity that Noerr protects. 
Appellants in the instant case, do not argue that Appellees 
are free to seek legislative change in the basic policy of the 
FDA. However, the direct coercion and influence on a 
government functionary does not ‘‘rise to the dignity of. 
an effort to influence passage or enforcement of law.’’ Id. 
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In their motions, Appellees place great emphasis on 
lower court cases which stand for the proposition that 
indirect, willful and fraudulent joint activity that leads a 
regulatory agency to an erroneous judgment by destroying 
the basic materials upon which the agency must act, is not 
conduct forbidden in the Anti-trust laws. See Woods 
Exploration and Producing v. Aluminum Company of 
America, 284 F.Supp. 582 (S.D., Tex., 1968) and Trucking 
Unlimited v. California Motor Transport Company, 1967 
Trade Case 72,298 (N.D. Cal., 1967), Reversed, 39 L.W. 
2206 (C.A. 9 October, 1970). As pointed out in Point Two 
of this brief, the very case Appellees rely on has recently 
been reversed by the Ninth Cireuit. As previously sug- 
gested, Noerr has left ample room, as demonstrated in 
Paddock, that conduct resorting to direct influence of an 
agency in violation of a prohibition against restraint of 
trade of the provisions of the Sherman and Clayton Acts, 
is actionable. 365 U.S. 127, 144. (Emphasis supplied.) 


In Continental Ore Company v. Union Carbide and 
Carbon Corp., 370 U.S. 690 (1962), it was held that, the 
Noerr doctrine was inapplicable since Defendant in Con- 
tinental Ore was engaged in private commercial activity, 
no element of which involved seeking to procure the passage 
or enforcement of laws. The Constitutionally-protected 
freedom stated in Noerr would apply ‘‘. . . insofar as those 
activities comprise mere solicitation of governmental action 
with respect to the passage and enforcement of laws.’’ 
365 U.S. at 138. If these were the only acts committed by 
Defendants there would be no basis for imputing the 
Sherman Act since to do so would be regulating political 
activity.” In this case, respondents conduct is wholly 
dissimilar to that of the Defendants in Noerr.’’ Id. Appel- 
lants argue, and the District Court erred in not consider- 
ing, that no element of the allegations in the complaint in- 
volves seeking to procure the passage or enforcement of 
laws. 
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Similarly, in Harmon v. Valley National Bamk of Ari- 
zona, 399 F. 2d 564 (CA 9, 1964), the Court of Appeals for 
the Ninth Circuit held that Sherman Act violations could 
be found where Defendants had combined to induce the 
state Attorney General to place a financial institution in 
receivership, along with a larger scheme to restrain and 
monopolize financial operations, in the area in which the 
acts of the Attorney General were those of a participating 
conspirator (emphasis added). The District Court erred 
in the instant case in not recognizing the parallel conspiracy 
between a governmental employee and co-defendants where, 
in Harmon, the act of the Attorney General in bringing such 
an action against a building and loan association charged 
with ‘‘irregularities’’ was authorized by the Arizona Re- 
vised Statutes, similarly, the actions of Defendant Finkel 
in the instant case, are authorized by the Federal Food, 
Drug and Cosmetic Act. However, just as a direct action 
of Defendants in Harmon in influencing the Attorney Gen- 
eral was held actionable under the Sherman Act, the direct 
action of Appellees in consorting jointly and severally to 
bar the approval of the drug Cothyrobal is actionable under 
the Sherman Act. The Harmon court stated that “‘Noerr 
does not hold that the Sherman Act would be inapplicable 
in such a situation.’’ 339 F.2d at 566. In the instant case, 
the actions complained of by Appellants are the same as 
condemned in Paddock and Harmon, and find strong par- 
allel in Trucking Unlimited, and are squarely within the 
bounds of those situations excluded from the rule in Noerr, 
to wit, where a governmental agency directly becomes a 
participant in a conspiracy to restrain trade, there will be 
no immunity from the provisions of the Sherman Act. 
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POINT IV 


A 


The Trial Court erred in Dismissing the Complaint 
Against Defendant Finkel Without a Trial, in 
Holding That the Actions Complained of Were 
Within the Scope of Her Employment, and She 
Was Therefore Immune From Liability. 


The very premise of the doctrine of official immunity 
from suit depends on a factual situation which clearly shows 
actions within, as a minimum, ‘the outer perimeter”’ of 
authority. The District Court erred in summarily deter- 
mining that Appellee Finkel was protected by this immu- 
nity, without determining on trial the merit of Appellants’ 
argument that her actions were beyond the scope of her 
authority. 


Appellees presented the following test to the District 
Court: “The matter reduces down simply to the Court’s 


view whether ‘it is necessary [in the interest of vigorous 
and effective performance of a particular duty involved] 
that the governmental official be [left] free to make [a judg- 
ment] without fear or threat of vexatious or fictitious suits 
of alleged personal liability’ ’’. {[R—Memorandum in 
support of Finkel’s motion to dismiss]. Appellants con- 
tend, and stand ready to prove, that this simple test will 
not suffice in the case of Appellee Finkel. The District 
Court erred in not allowing Appellants to present evidence 
that Appellee Finkel was not acting in good faith and in 
the interest of vigorous and effective performance of a 
particular duty; was not acting in the interest of either the 
government or the people whom government represents, 
nor for the benefit of anybody but codefendants, Baxter, 
Travenol and Kritchevsky. 


In Gregoire v. Biddle, 177 F. 2d 579 (CA2, 1949), cert. 


denied 339 U.S. 949 (1950), as cited favorably in Barr v. 
Matteo, 360 U.S. 564 (1958), Judge Learned Hand was not 


23 


completely unsympathetic to a Plaintiff who had been in- 
jured by a federal official who was acting outside of a doc- 
trine of ‘‘official immunity’’: 


It does indeed go without saying, that an official, 
who is in fact guilty of using his powers to vent his 

eer epod eters. or for any other personal motive 
not connected with the public good, should not 
escape liability for the injuries he may so cause; and 
if it were possible in practice to confine such com- 
plaints to the guilty, it would be monstrous to deny 
recovery ... there must, indeed, be means of punish- 
ing public officials as have been honestly mistaken to 
suit from anyone who has suffered from their errors 
_.. the decisions have indeed, always imposed as a 
limitation upon the immunity that the official’s act 
must have been within the scope of his powers. ...”” 


Again, in Tenny v. Brandhove, 341 U.S. 361 (1950), the 
Supreme Court stated: ‘‘Legislators are immune from 
deterence to the uninhibitated discharge of their legislative 


duties, not for their private indulgence, but for the public 
good.”? As these cases point out, there would be ample 
reason to exclude from this immunity an individual who 
has acted, not in the interests of either the government or 
the people whom government represents, but in his own 
interest. The test has been established, but the District 
Court in the instant case, refused to hear evidence which 
would challenge the automatic cloaking of Appellee 
Finkel with this immunity (emphasis added). 


A case decided on the same day as Barr v. Matteo, 
supra, was Howard v. Lyons, 360 U.S. 593 (1959), in which 
Justice Harlan who wrote the majority decision in Barr v. 
Matteo, stated that although the Defendant cannot fore- 
close the Courts from examination of the questions (1e., 
whether the Defendant was acting within his official duties), 
the affidavits of Defendant and his commanding officer and 
the memorandum of instructions issued by the Secretary of 
the Navy, all of which were uncontradicted, plainly showed 
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that the Defendant was discharging his official duties in 
relation to matters committed to him for determination. In 
the instant case, Appellants contradict all statements 
made in the affidavits filed in support of Appellee Finkel 
[JA-48] with respect to whether Finkel was acting 
within the scope of her employment. There is nothing in 
these affidavits to contradict the damning evidence pre- 
sented by Senator Long in the Congressional Record [JA- 
Cong. Rec.] except for the mere allegation that the actions 
taken were within the scope of Appellee Finkel’s employ- 
ment. Inessence, the District Court refused to consider the 
proof Appellants were prepared to offer. However, Ap- 
pellants contend that the District Court was acting without 
its power in not allowing this evidence to come to trial on 
the merits. 


Appellants contend further that the District Court erred 
in merely considering the self serving affidavits of Appellee 
Finkel. The affidavit of William J. Gyarfus indicates 
that he has been acting director of the Office of New Drugs 
for the United States Food and Drug Administration since 
August 7, 1968. All the acts committed by the Defendants 
herein were committed prior to 1968 and, therefore, Mr. 
Gyarfus’ affidavit in stating that Finkel was merely acting 
in her official capacity is merely an attempt to cloud the 
issue. The dissent of Chief Justice Warren, in which Mr. 
Justice Douglas concurred, in Howard v. Lyons, supra, 
states: ‘‘As my dissent in Barr v. Matteo indicates the bur- 
den of proof is on the Defendant to sustain his claim of 
privilege.” Appellants contend that Defendant Finkel has 
the burden of proof to sustain her claim to absolute privi- 
lege and that serious questions of both law and fact are 
present which cannot be resolved on a Motion to Dismiss. 


Part and parcel of her burden of proof is a right in 
Appellants to counter her proof. This type of inquiry into 
factual evidence cannot be handled on a motion to dismiss. 
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In Kletschka v. Driver, 411 F. 2d. 436 (CA2, 1969) the 
Court of Appeals for the Second Circuit stated: 


‘A plea of official immunity cannot be sustained 
until a court has knowledge of the exact nature of 
the defendants’ action and the precise scope of their 
official duties. The court can then address the legal 
question of whether the government’s interest in the 
forthright performance of these duties requires that 
the officials be held immune from any further liability 
based on their action. 

From the affidavits of these defendents we learn 
little about the reason for Dr. Kletschka’s transfer 
and the role of the defendants in bringing it about. 
They do not directly refute plaintiff’s allegation 
that the defendants engaged in malicious conspira- 
torial action at odds with the proper discharge of 
their official duty. Because of their tactical decision 
not to respond to the allegations, the defendants 
cannot say that there is not a genuine issue of fact 
respecting the probability of the plaintiff’s charges 
against them. 


* * * 
Since we do not have an adequate record to decide 
the immunity question, this aspect of the suit must 
wait resolution by the District Court after hearing.’’ 


The immunity doctrine was created to protect a govern- 
ment official from interference in the free exercise of his 
judgment and discretion. There was never any intent to 
protect him with the cloak of immunity from specific acts 
which do not involve questions of discretion and judgment. 
We are dealing with a charge by Appellants that Appellee 
Finkel, in consort with Appellees Baxter, Travenol and 
Kritchevsky, undertook a course of conduct which was 
calculated to deprive Appellants of their right to a fair op- 
portunity for hearing and an impartial and objective deci- 
sion. Appellants contend that the District Court erred in 
not giving them their day in court to show and to prove 
that Appellees conspired, jointly and severally, to prevent 
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the approval of Appellants application for Cothyrobol. The 
Appellants do not attack Finkel because of the judgment or 
discretion employed by her nor do they allege any mistake 
on her part. Actions of Appellee Finkel were deliberate, 
intentional and calculated to deprive Appellants of a fair 
hearing and an impartial and objective decision. Thus, 
the District Court was in error in determining that the 
course of conduct of Appellee Finkel was actually within 
the scope of her authority or the outer perimeter of such 
authority, absent a trial on the merits. The issues raised 
by the pleading must be resolved by a trial of this action 
on the law and merits. Howard v. Lyons, supra; Kletschka 
v. Driver, supra. 


In their answer to the Motion to Dismiss on behalf of 
Appellee Finkel, Appellants set forth a detailed statement 
of incontrovertible facts which they claim support their 
contention in the complaint. The facts clearly went un- 


answered by Appellee Finkel. As set out in Point One, 
supra, a motion to dismiss is hardly the procedural step in 
which to deal with factors which present genuine issues. In 
support of these facts, Appellants submitted as Exhibit B 
an excerpt from the Congressional Record of September 
20, 1968, which set out the findings of the United States 
Senate Sub-Committee on Administrative Practice and 
Procedure’s investigation into the action of the FDA in 
this matter. Appellants stood ready to provide as evi- 
dence on trial the testimony of witnesses taken in the 
course of this investigation. 


B 


The Official Immunity Doctrine Is Not Available 

to a Federal Official Even Acting Within the 

Scope of Her Authority When Declaratory or 
Injunctive Relief is Demanded. 


Arguendo, if the District Court’s finding that a federal 
official cannot be held personally liable in damages for 
discretionary acts in that Appellee Finkel was acting 
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within the scope of her authority is accepted, the Appel- 
lants contend that this type of protection is not available 
in an action which seeks declaratory and/or injunctive 
relief. In their prayer for relief, Appellants request: 
“that the defendant and each of them be permanently 
enjoined and restrained from each and every one of the 
unlawful practices alleged in plaintiff’s complaint.”’ This 
is a request for injunctive relief. 


In B.C. Morton International Corp. v. Federal Deposit 
Insurance Corp., 305 F. 2d 692 (CA 1, 1962), the Court of 
Appeals for the First Circuit, stated: 


“We do not think the principle announced in 
Barr v. Matteo, supra and Howard v. Lyons, supra, 
can properly be extended to bar the present action. 
The protection of public officials from fear of civil 
damage suits is not a concern in an action for declar- 
atory and injunctive relief; and the Supreme Court 
has so held.’’ Id. at 696. 


In Joint Anti-Fascist Refugee Committee v. McGrath, 
341 U.S. 123 (1951), the Supreme Court upheld the com- 
plaints against motions to dismiss and distinguished a lead- 
ing case on the question of privilege of public officials, 
Spalding v. Vilas, 161 U.S. 483 (1896), on the basis that: 


These complaints do not raise the question of the 
personal liability of public officials for money dam- 
ages caused by the ultra vires acts. See Spalding v. 
Vilas, 161 U.S. 483. They ask only for declaratory 
and injunctive relief striking the names of the desig- 
nated organizations from the Attorney General’s 
published list and, as far as practicable, correcting 
the public records. 


The respondents are not immune from such a 
proceeding. Only recently, this Court recognized that 
“the action of an officer of the sovereign (be it hold- 
ing, taking or otherwise legally affecting the plain- 
tiff’s property) can be regarded as so (illegal) as to 
permit a suit for specific relief against the officer as 
an individual ... if it is not within the officer’s statu- 
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tory powers, or, if within those powers .. . if the 
powers, or their exercise, in a particular case, are 
constitutionally void.”? Larsen v. Domestic and 
Foreign Commerce Corp., 337 U.S. 682, 701-702. 


The same is true here, where the acts complained of 
are beyond the officer’s authority under the Executive 
Order. 341 U.S. 139-140. 


Thus, consistent with the position taken by the Supreme 
Court in The Joint-Anti Fascist Committee, The Court of 
Appeals for the First Circuit in the B. C. Morton Interna- 
tional case held that there was no basis in reason or au- 
thority for extending the immunity in civil damage afforded 
to individual public officials by the Barr and Howard cases 
to actions for declaratory and injunctive relief against a 
government agency or government officials. These cases 
have been favorably cited as follows: Flast v. Cohen, 392 
U.S. 83 (1968) ; Jenkins v. McKeithen, 395 U.S. 411 (1968) ; 
Freeling v. Federal Deposit Insurance Corp., 221 F. Supp. 
955 (W.D. Okla., 1962). 


Hence, arguendo, if the Disrict Court did not err in 
cloaking Appellee Finkel with official immunity it did err 
in extending this official immunity to Appellant’s request 
for injunctive relief. 


POINT V 


The District Court Erred in Granting Appel- 

lants’ Motion Below to Dismiss the Complaint 

on the Grounds That the Appellants Failed to 
Exhaust Their Administrative Remedies. 


The relief sought by appellants is two-fold: (a) a treble 
damage Anti-trust civil action and (b) a prayer for injune- 
tive relief restraining Appellees from acting in concert 
with each other in denying Appellants a fair opportunity 
for a hearing and an impartial and objective decision on 
the Cothyrobal application. 
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As set out in Points Two and Three of this Brief, Appel- 
lants contend that the District Court erred in not allowing 
a trial on the merits of the Anti-trust allegation. The fact 
that these allegations stem from actions of Appellees which 
prevent the administrative process from working, goes to 
the source of the Anti-trust hurt. Appellants have con- 
tended throughout, and are prepared to prove on trial, that 
absent the conspiracy alleged and the actions of Appellee 
Finkel, approval for their NDA would have been given. 


The District Court erred in denying the claim for Sher- 
man Act relief for failure to exhaust administrative reme- 
dies. Appellants in their complaints have asked for just 
that opportunity. On trial, Appellants are prepared to 
show that the actions of Appellees have precluded an 
exhaustion of administrative remedies. 


The allegations set out in the complaint as to the con- 
spiracy of Appellees show that this conspiracy has injured 


Appellants in their business by directly preventing them 
from securing the necessary approval of the FDA so that 
they can market the drug Cothyrobal and, in effect, be in 
direct competition with Appellees Baxter and Travenol on 
their competing drug, Choloxin. The relief requested 
would remove the bar to an effective prosecution of the 
administrative procedure. 


The District Court failed to recognize that Appellants 
had proceeded to a hearing very early in the prosecution 
of the application. The record shows that counsel for the 
FDA, at the hearing, promised to assist Appellants to 
comply with the few remaining details necessary to receive 
approval of their application (JA-26). This assistance 
was never forthcoming; however, Appellants made the 
necessary corrections and returned their application to the 
FDA, only to be met by new bars to approval placed in their 
path by Appellee Finkel. 


In requesting injunctive relief herein, Appellants are 
asking the Court to remove Appellee Finkel from the FDA 
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decision making process as previously discussed in Point 
Four of this Brief. Injunctive relief to remove the bars 
to effective government action has long been recognized. 


Appellees contended below, and the District Court ac- 
cepted their argument erroneously, that it did not have 
jurisdiction to entertain an attack upon FDA authority. 
In the recent case of Jewel Companies, Inc. v. F.T.C., 39 
L.W. 2156 (CA 7, Sept. 9, 1970), decided since the decision 
below, the Seventh Circuit thought not. There the Federal 
Trade Commission issued a complaint charging ‘“‘field 
brokers’? of fresh fruits and vegetables with a violation 
of Section 2(c) of the Clayton Act, as amended by the 
Robinson-Patman Act. The field brokers perform various 
services for other buyers, such as furnishing information 
concerning market conditions, maintaining contact with 
various sellers, inspecting and selecting the specified quanti- 
ties and qualities of fresh fruit and vegetables and nego- 
tiating purchases of products at the most favorable prices. 
Those services were paid for by sellers. However, the 
Commission charged since the brokers were indirectly con- 
trolled by the buyers, a violation occurred. 


The brokers in Jewel filed suit in the United States 
District Court for Northern Illinois challenging the Com- 
mission’s authority. First, it was urged, the facts as 
alleged in the Commission’s complaint failed to state, as 
a matter of law, a cause of action; second, one of the Com- 
missioners voting for issuance of the complaint miscon- 
strued his discretionary power; third, the Commission did 
not make a finding that the issuance of a complaint is in 
the ‘‘public interest’’; and fourth, the Secretary of Agri- 
culture has exclusive jurisdiction of the subject matter of 
the complaint. 


The District Court in Jewel entered a temporary re- 
straining order against the Commission and certified the 
questions to the Seventh Circuit. The sole issue presented 
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is ‘‘whether the plaintiffs must exhaust administrative 
remedy before attacking the authority of the Commission.’’ 
The doctrine of exhaustion has always recognized an ex- 
ception when the litigant does not have an adequate remedy 
in the Court of Appeals to review the agency’s determina- 
tion. This question is inherently a legal one and does not 
involve any factual determination. ‘‘If the question of the 
Commissioner’s obligation is postponed until final appeal 
of a Commission order, the standard of review will be 
different. At that point, the Court of Appeals will only 
decide whether the final order is supported by the evidence 
and will not question the authority of the Commission in 
issuing a complaint.’’ As in previous cases, ‘‘the admin- 
istrative remedy was without relevance to the plaintiff’s 
claim.’? Id. In the instant case, Appellants request the 
same relief. To file the NDA over protest, and follow the 
other administrative steps to the Court of Appeals, with 
the conspiracy of Appellees, as alleged, continuing, will not 
present a true picture to the Court of Appeals. Appellants 
contend, it must be remembered, and are willing to prove, 
that they could meet the burden of proof to obtain ap- 
proval of their NDA, minus the activities of Appellees. 
Following the complete administrative procedure, a lengthy 
and costly endeavor, the Court of Appeals could only deter- 
mine if the evidence supported the denial based on the 
partial and not objective criteria set up by Appellee Finkel 
as a result of the efforts of her fellow conspirators. They 
could not reach the issues that are before the Court in the 
instant case, namely, that there was and is a conspiracy, 
and that there was and is violation of the Anti-trust laws 
in such a manner as to prevent Appellants from marketing 
Cothyrobal. 


Appellants are not asking the District Court to do the 
administrative task of approving their application before 
the FDA, rather, they are asking the Court to hear and 
determine that there has been a conspiracy violating the 
normal administrative procedure, a conspiracy against the 


32 


criminal laws of the United States, and to recognize and 
determine that because of this conspiracy there has been a 
restraint of trade in violation of the Anti-trust laws of 
the United States. 


CONCLUSION 


Wherefore, Appellants request that the Order of 
the District Court Dismissing the Complaint be vacated, 
and the Cause returned to the District Court for a trial 
on the merits. 


Respectfully submitted, 


Marraew J. FarRsBER 
905 16th Street, N.W. 
Washington, D. C. 20006 


Howarp F. Cerny 
345 Park Avenue 
New York, New York 10022 
Attorneys for Appellants 


(JOINT APPENDIX) 


IN THE 
UNITED STATES DISTRICT COURT 


FoR THE District oF CoLUMBIA 
Civil Action No. 3629-69 


— 


Murray Israzt, M.D., 265 Locust Lane, Roslyn Heights, 
L.1., New York and VascuLar PHARMACEUTICAL Company, 
432, Mineola Boulevard, Williston Park, L-I., New York 
and Epison Puarmacevtican Company, 345 Park Avenue, 
New York, New York, 

Plaintiffs, 
v. 


Baxrer Lasoratorres, Inc. and Travenor LasoraTORIEs, 
Inc., 6301 Lincoln Avenue, Morton Grove Illinois and 


Marion Frxxer, M.D., Food and Drug Administration, 
U.S. Dept. of Health, Education and Welfare, Washing- 
ton, D.C. and Davi KarrcHevsky, M.D., Wistar Institute, 
Thirty-Sixth and Spruce Streets, Philadelphia, Pennsyl- 
vania, 


Defendants. 


— 


Relevant Docket Entries 


. Complaint [JA-1]. 


2. Motion of the Defendants Baxter and Travenol to 
Dismiss or For Summary Judgment, with exhibits 
A, D, B (JA-11]. 

Defendants Baxter and Travenol statement of material 
facts in support of their Motion [JA-13] and support- 
ing memorandum. 


_ Plaintiffs Answer, with exhibit A & B to Defendants’ 
Baxter and Travenol Motion [JA-21]. 


JA-b 
Relevant Docket Entries 


. Plaintiffs statement of material facts in support of 
their Answer [JA-24] and supporting memorandum. 


- Defendant Finkel’s Motion to Dismiss or For Summary 
Judgment, with Government exhibits 1, 2, 3, and 4 
[JA-29]. 


- Defendant Finkel’s statement of material facts in sup- 
port of her Motion [JA-45] and supporting memo- 
randum. 


. Plaintiffs’ Answer to Defendant Finkel’s Motion 


[JA-48]. 


. Plaintiffs’ statement of material facts in support of 
their Answer to Defendant Finkel’s Motion [JA-50] 
and supporting memorandum. 


. Defendant Kritchevsky’s Motion to Dismiss or For 
Summary Judgment [JA-52]. 


. Defendant Kritchevsky’s statement of material facts 
in support of his Motion [JA-54] and supporting 
memorandum. 


Plaintiffs? Answer to Defendant Kritchevsky’s Motion 
[JA-55]. 


Plaintiffs’ statement of material facts in support of 
their Answer to Defendant Kritchevsky’s Motion 
[JA-57] and supporting memorandum. 


. Reply Memorandum of Defendants Baxter and 
Travenol. 


. Finding of facts—conclusions of law [Reporter’s 
transcript pages 1-3] [JA-60]. 


Order of the District Court [JA-62]. 
. Notice of Appeal [J.A-63]. 


IN THE 
UNITED STATES DISTRICT COURT 
FoR THE Disrricr oF CoLUMBIA 
Civil Action No. 3626-69 


2 


Murray Israrn, M.D., 265 Locust Lane, Roslyn Heights, 
L.1, New York and Vascutar PHARMACEUTICAL Company, 
432 Mineola Boulevard, Williston Park, L.L, New York 
and Evison PuarmaceuricaL Company, 345 Park Avenue, 
New York, New York, 

Plaintiffs, 
v. 


Baxter Lasoratores, Inc. and Travenon LasoraTories, 
Inc., 6301 Lincoln Avenue, Morton Grove, Illinois and 
Manton Fuvxer, M.D., Food and Drug Administration, 
U.S. Dept. of Health, Education and Welfare, Washing- 


ton, D.C. and Davm Krrrenevsxy, M.D., Wistar Institute, 
Thirty-Sixth and Spruce Streets, Philadelphia, Pennsyl- 
vania, 


Defendants. 


—— —— 


Complaint 


(2) The plaintiffs herein seek an injunction as prayed 
for herein and further seek damages of the defendants 
herein in the sum of Seventeen Million ($17,000,000) Dollars 
and/or treble damages of the defendants herein in the sum 
of Fifty-One Million ($51,000,000) Dollars, as the case may 
be, upon each of the following causes of action: 


First. The plaintiffs herein are Murray Israel, M.D., 
hereinafter referred to as ‘‘Israel,’’ an individual residing 
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and practicing medicine at 265 Locust Lane, Roslyn 
Heights, Long Island, in the County of Nassau, State of 
New York; and Vascular Pharmaceutical Company, herein- 
after referred to as ‘‘Vascular,’’ a New York corporation 
with its principal place of business at 432 Mineola Boule- 
vard, Williston Park, Long Island, State of New York, and 
Edison Pharmaceutical Company, hereinafter referred to 
as ‘‘Bdison,”’ a New York corporation with its principal 
place of business at 345 Park Avenue, New York, State of 
New York. 


Second. The defendants herein are Baxter Laboratories, 
Ine., hereinafter referred to as ‘‘Baxter,’”’ and Travenol 
Laboratories, Inc., hereinafter referred to as ‘‘Travenol,”’ 
a wholly-owned subsidiary of ‘‘Baxter”’, both Delaware 
corporations and both with their principal places of busi- 
ness at 6301 Lincoln Avenue, Morton Grove, in the State of 
Illinois; and Marion Finkel, M.D., hereinafter referred to 
as ‘‘Finkel,’’ an individual and an employee and official of 
the United States Food and Drug Administration, employed 
in Washington, in the District of Columbia and in Arling- 
ton, in the State of Virginia, and residing in the State of 
Virginia; and David Kritchevsky, hereinafter referred to as 
‘‘Kyitchevsky,’’ with his principal place of business at the 
Wistar Institute, Thirty-Sixth and Spruce Streets, Phila- 
delphia, in the State of Pennsylvania and residing in the 
State of Pennsylvania, in the Eastern District of Pennsyl- 
vania. 


(3) Third. The drug, Cothyrobal, is a patented drug 
containing the natural thyroid hormone, L-thyroxin, and 
vitamin B-12 and other ingredients, and is used and recom- 
mended for the prevention and treatment of certain dis- 
eases of the heart and blood vessels. The drug, Cothy- 
robal, was and is now in competition in the United States 
drug market with product, for the same or similar medical 
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purposes, of the defendants, Baxter and Travenol. De- 
fendants, Baxter and Travenol, did and do now manufac- 
ture and sell the drug, Choloxin, containing D-thyroxin. 


Fourth. The defendants herein and each of them did 
conspire to and are now conspiring to illegally restrain 
trade by illegally exerting monopolistic control, and il- 
legally did exert and are now illegally exerting monopolis- 
tic control in the drug industry with respect to the drug, 
Cothyrobal, as further set forth in this complaint. 


Fifth: The defendants herein and each of them did 
perform and are now performing unfair and illegal trade 
practices, as further set forth in this complaint. 


Sixth. Defendant, Finkel, knew or should have known 
the financial and other relationships between and among 
the other defendants, and each of. them, and the resulting 
conflicts of interest, as set forth herein, and said defend- 
ant retained, hired or sought the advice and counsel of de- 
fendant, Kritchevsky, and/or his agents, employees, sub- 
ordinates or associates, on the properties and nature of 
the drug, Cothyrobal, a product formerly manufactured 
and sold by the plaintiff, Vascular (and now under the 
control of Vascular’s successor in interest, Edison), and 
invented initially by the plaintiff, Israel, and a product 
in competition with products of the defendant, Baxter. 


(4) Seventh. Defendant, Finkel, conspired with the 
other defendants, and each of them, in order to, and in 
fact did, keep the drug, Cothyrobal off the market in the 
United States, by denying it approval, acceptance and/or 
clearance from the Department of Health, Education and 
Welfare, and other federal agencies, or arbitrarily make 
such approval, acceptance and/or clearance extremely dif- 
ficult or impossible. 
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Kighth. Defendant, Kritchevsky, while a consultant, 
employee and/or agent of defendant, Baxter, and a stock- 
holder in Baxter, did serve until the present as a con- 
sultant, advisor, agent, employee and/or special govern- 
ment employee of the United States Government, specifi- 
cally, but not limited to, the Food and Drug Administra- 
tion, hereinafter refered to as “FDA’’. 


Ninth. Defendant, Kritchevsky, was paid or did receive 
a thing or things of value from defendant, Baxter, and was 
paid or did receive a thing or things of value from the 
United States Government at and during the times and 
dates mentioned herein in Paragraph ‘¢Kighth.”’ 


Tenth. Defendant, Kritchevsky, and the other defend- 
ants mentioned herein did conspire to and are conspiring 
to illegally restrain trade and illegally did restrain and 
illegally are now restraining trade in the drug industry 
with respect to the drug, Cothyrobal, by conspiring to 
prevent end preventing the drug, Cothyrobal, from gain- 
ing approval, acceptance and/or clearance, for interstate 
shipment and sale from the FDA, and for interstate ship- 
ment and sale at and during the period mentioned herein in 
Paragraph “Highth.’’ , 


Eleventh. The defendants or each of them, from on or 
about 1962 until the present, acted in concert and/or acted 
in identical or similar fashions with knowledge of each 
other’s actions, and/or conspired to so act, as set forth 
herein elsewhere in the complaint. The overt acts of said 
defendants include, but are not limited to: 


(5) 1. Defendants and each of them, either directly or 
through their agents, employees, consultants, advisors, sub- 
ordinates or associates conspired to and did arrange, by 
improper and illegal influence, to cause or influence the 
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FDA to reject the application of plaintiff, Vascular, for 
approval, acceptance, and/or clearance of the drug, Cothy- 
robal. 


2. Defendants and each of them, either directly or 
through their agents, employees, consultants, advisors, sub- 
ordinates or associates, conspired to and did arrange a 
Veterans Administration’s study of cholesterol-lowering 
drugs, the results and data of which were unfavorable to 
the defendant, Baxter, or favorable to the plaintiffs and 
the drug, Cothyrobal, were suppressed or concealed from 
the public, the scientific community, other government offi- 
cials and the plaintiffs. 


3. Defendant, Baxter, conspired to and did arrange for 
individuals, in the pay of said defendant or under its con- 
trol, to serve as consultants, advisors or special government 
employees, to advise the Department of Health, Education 


and Welfare and the Veterans Administration of matters 
related to the drug, and for these services said individuals 
received from the federal government pay, thing or things 
of value or served, in some cases, without pay; and said 
individuals include, but are not limited to defendant, 
Kritchevsky, and his agents, employees, subordinates or 
associates; and said federal agency materially relied on 
the advice of said individuals. 


4. Defendant, Kritchevsky, while having conflicting and 
compromising financial and other interests in the Baxter 
Company which competed with the plaintiff, Vascular, in- 
cluding, but not limited to, defendant, Baxter, advised or 
consulted, in matters relating to the drug, Cothyrobal, as 
set forth herein in Paragraph ‘‘Highth,’’’ in that defend- 
ant, Kritchevsky, served in 1962 as a member of the FDA 
‘Advisory Committee’’ evaluating the drug, Cothyrobal. 


(6) 5. Defendants, Finkel and Kritchevsky, and their 
agents, employees, subordinates or associates, conspired to 
and did deprive plaintiffs of their rights, as set forth herein, 
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by discriminating against plaintiffs and the drug, Cothy- 
robal, in that they employed a ‘double standard’’ with 
respect to said drug by unfairly and illegally applying laws 
and regulations in a manner favoring the manufacturers 
and sellers of a product competing with the drug, Cothy- 
robal, namely, Choloxin, manufactured and distributed by 
defendant, Baxter, its subsidiaries, agents and distributors. 
Said action by defendant, Finkel, was outside the scope of 
her authority in furtherance of the declared governmental 
policy and legislative scheme. 


6. Defendants, Finkel, Kritchevsky, or agents, em- 
ployees, subordinates or associates of said defendants, and 
defendant, Baxter, conspired to misrepresent and misrep- 
resent the safety and efficacy of Baxter’s drug, Choloxin, 
and thereby caused or influenced the FDA to approve, ac- 
cept and clear the drug, Choloxin, for sale and use through- 
out the United States, and for further research, develop- 
ment and/or promotion of said drug. 


7. Defendants, Finkel and Kritchevsky, or agents, em- 
ployees, subordinates or associates of said defendants, and 
the defendant, Baxter, conspired to and did misrepresent 
the safety and efficacy of the drug, Cothyrobal, and caused 
or influenced the FDA to reject the application of plaintiff, 
Vascular, for approval, acceptance and clearance from said 
agencies for the drug, Cothyrobal. 


Twelfth. The illegal and unfair conspiracies and acts 
herein have continued from on or about 1962 until the 
present; and defendants and each of them so conspired 
and/or performed said acts willfully and with malice. 


Thirteenth. By reason of the said conspiracy, and the 
said restraint of trade practiced by the defendants, and 
each of them, and the overt acts (7) practiced in connection 
therewith, the public was and is now injuriously affected 
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in that the public was and is now deprived of the choice 
and use of the drug, Cothyrobal. 


Fourteenth: By reason of the said conspiracy, and the 
said restraint of trade practiced by the defendants, and 
each of them, and the overt acts practiced in connection 
therewith, the defendants, and each of them, impeded, inter- 
fered with and injured the plaintiff, Israel, in the conduct 
of his medical practice, his reputation and standing in the 
medical and scientific community, his rights to pursue, and 
the pursuing of, a livelihood in his chosen profession, and 
his rights, property, business and otherwise, as the initial 
inventor of the drug, Cothyrobal, all to the damage of the 
plaintiff, Israel, in the sum of Ten Million Dollars 
($10,000,000) and continuing. 


Fifteenth. By reason of the said conspiracy, and the 
said restraint of trade practiced by the defendants, and 
each of them, and the overt acts practiced in connection 
therewith, the plaintiff, Vascular, has been wholly deprived 
of the interstate sales of the drug, Cothyrobal, which 
plaintiff, Vascular, otherwise would have had, and has lost 
and been deprived of large gains and profits; and the 
business of the plaintiff, Vascular, has been greatly dam- 
aged and rendered unprofitable, and the value of the prop- 
erty of plaintiff, Vascular, has greatly depreciated, all to 
the damage of the plaintiff, Vascular, in the sum of Six 
Million Dollars ($6,000,000) and continuing. 


Sixteen. By reason of the said conspiracy and the said 
restraint of trade practiced by the defendants, and each 
of them, and the overt act practiced in connection therewith, 
the plaintiff, Edison, as successor in interest to plaintiff, 
Vascular, has been wholly deprived of the interstate sales 
of the drug, Cothyrobal, which plaintiff, Edison, otherwise 
would have had, and has lost and been deprived of large 
gains and profits; and the business of the plaintiff, Edison, 
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has been greatly damaged and rendered wholly unprofit- 
able, (8) and the property of plaintiff, Edison, has greatly 
depreciated, all to the damage of the plaintiff, Edison, in 
the sum of One Million Dollars ($1,000,000) and continuing. 


Seventeenth. By reason of the said conspiracy, the 
said restraint of trade practiced by the defendants, and 
each of them, and the overt acts practiced in connection 
therewith, the plaintiffs, and each of them, have been 
deprived of their right to the administration of govern- 
mental affairs free from corruption and improper influence, 
and have been the victims of discrimination and deprived 
of equal protection of the law and deprived of property 
without due process of law. 


Eighteenth. If the defendants, and each of them, are 
allowed to continue the said conspiracy, and the said re- 


straint of trade, and the overt acts practiced in connection 
therewith, the plaintiffs, and each of them, will suffer con- 
tinuing irreparable harm; and damages at law are and 
will be inadequate. 


Nineteenth. All of the above paragraphs are incor- 
porated into the following causes of actions and incorpo- 
rated therein as if fully set forth. 


As AND FoR THE First Cause or AcTIon 


Twentieth. This complaint is filed under, and this 
Court’s jurisdiction is based upon Section 15 of Title 15 
of the United States Code, being part of the Act of Con- 
gress of July 2, 1890, entitled ‘‘An Act to Protect Trade 
and Commerce Against Unlawful Restraint and Monopo- 
lies,”’ as amended, commonly known as the Sherman Act 
and Clayton Act. The purpose of this action is to recover 
damages against the above-named defendants for injury 
to plaintiff’s respective profession and business, which in- 
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juries proximately resulted from the defendant’s violation 
of the anti-trust laws of the United States; and to restrain 
and enjoin the defendants from continuing the illegal 
monopoly and the combination, conspiracies and contracts 
in restraint of plaintiffs’ trade and commerce. 


(9) Twenty-first: The said profession and business 
and the activities therein are within and directly affect 
trade and commerce among the several states; that in the 
course of said profession or business, there is a constant 
and continuous stream of trade in commerce between the 
states and between the territories of the United States; 
and the plaintiffs are presently directly injured. 


As AND FoR THE SECOND Cause oF ACTION 


Twenty-second: The amount in controversy is in excess 


of Ten Thousand ($10,000) Dollars and jurisdiction is 
based on diversity of citizenship of the parties herein. 


Twenty-third: By means of the aforementioned re- 
straint and the defendants and each of them violated the 
anti-trust and other laws of some of the states of the 
United States, including but not limited to, the states of 
New York, Pennsylvania, Virginia, and of the District of 
Columbia. 


Twenty-fourth: As a result of said violation, plaintiffs 
were injured as set forth herein within said states and the 
District of Columbia. 


Wauererore, plaintiffs demand judgment: 


J. That the defendants and each of them and their 
agents, employees, subordinates and all persons combining 
or acting in concert with or under their direction or con- 
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trol, be perpetually enjoined and restrained from conspir- 
ing and combining to interfere with the free exercise by 
plaintiffs of the marketing, sale, distribution, research, 
development or promotion of the drug, Cothyrobal. 


(10) 2. That plaintiffs and each of them receive, with 
interest, as damages for injury to their profession and 
businesses, under the First Cause of Action, the sum of 
Seventeen Million ($17,000,000) Dollars and that said sum 
be trebled to Fifty-One Million ($51,000,000) Dollars and 
that the Court award reasonable attorney’s fees in accord- 
ance with Section 4 of the Clayton Act (15 U.S.C. 15), 
together with costs and expenses; and under the Second 
Cause of Action, the sum of Fifteen Million ($15,000,000) 
Dollars and that the Court award reasonable attorney’s 
fees together with costs and expenses; and that the Court 
award punitive damages. 


3. That defendants and each of them be permanently 
enjoined and restrained from each and every one of the 
unlawful practices alleged in plaintiffs’ complaint. 


Marraew J. FarRBeR 
905 Sixteenth Street, N.W. 
Washington, D. C. 
Telephone: 638-3331 


BrernarD F'ENSTERWALD, JR. 
Fensterwald, Bevan & Ohlhausen 
927 Fifteenth Street, N.W. 
Washington, D. C. 
Telephone: 347-3919 


Howarp CeRNY 
345 Park Avenue 
New York, New York 10017 
Telephone (212) 688-0700 


Attorneys for Plaintiffs 
Date: December 24, 1969. 
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Motion of Defendants Baxter and Travenol to 
Dismiss or for Summary Judgment 


UNITED STATES DISTRICT COURT 


For rue Disraicr or ConuMBIA 
[Same TirtE] 


Pursuant to Rules 12(b) and 56 of the Federal Rules of 
Civil Procedure, defendants Baxter Laboratories, Inc. and 
Travenol Laboratories, Inc. hereby move for an order dis- 
missing the complaint or for summary judgment. The 
grounds for this motion are as follows: 


4. The complaint fails to state a claim upon which 
relief can be granted in that the conduct complained of 
does not, under the holdings of Eastern Railroad Presi- 
dents Conference v. Noerr Motor Freight, Inc., 365 U.S. 
127 (1961), and United Mine Workers of America v. Pen- 
nington, 381 U.S. 657 (1965), violate the federal antitrust 
laws. 


2. The complaint fails to state a claim upon which relief 
can be granted in that it does not allege any injury to 
plaintiffs by reason of any conduct of defendants. Plain- 
tiffs are prohibited by law from making interstate sales of 
their drug Cothyrobal until a new drug application with 
respect to it has been approved by the Food and Drug 
Administration, and the complaint does not allege that any 
new drug application for Cothyrobal is entitled to any such 
approval. Plaintiffs have not exhausted their administra- 
tive remedies with respect to Cothyrobal. 
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Motion of Defendants Baxter and Travenol to Dismiss 
or for Summary Judgment 


(2) 3. The complaint fails to state a claim upon which 
relief can be granted in that it fails to allege any conduct 
that violates any state laws. 


4. There has been no valid service of process or process 
served upon defendant Baxter Laboratories, Inc. and this 
Court, therefore, lacks jurisdiction over the person of said 
defendant. 

Respectfully submitted, 


Henry T. Ratosun 

Max O. Trorrr, Jz. 
900 17th Street, N.W. 

Washington, D. C. 20006 
Tel. No.: 296-8800 

Counsel for defendants Baxter 
Laboratories, Inc. and Travenol 
Laboratories, Inc. 


Of Counsel: 
Raymonp ©. Crzevencer, IIT 
Dante, Maxcus 
Wuoer, Curter & PIcKERING 
900 17th Street, N.W. 
Washington, D. C. 20006 


March 20, 1970 
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Statement of Material Facts as to Which Defendants 
Baxter Laboratories, Inc. and Travenol Laboratories, 
Inc. Claim there is No Genuine Issue 


UNITED STATES DISTRICT COURT 


For tHe Disrricr or CoLUMBIA 


[Same Trrie] 


In support of their Motion to Dismiss or for Summary 
Judgment filed herewith and pursuant to Rule 9(h) of the 
Rules of the Court, defendants Baxter Laboratories, Ine. 
and Travenol Laboratories, Inc. set forth the following 
material facts as to which they contend there is no genuine 
issue: 


1. Cothyrobal is a ‘‘new drug” within the meaning of 
section 201(p) of the Federal Food, Drug and Cosmetic 
Act, 21 U.S.C. §321(p). No new drug application for the 
drug, Cothyrobal, submitted by any of the plaintiffs or by 
any other party has ever been approved by the Food and 
Drug Administration (‘“‘FDA’’). 


2. In 1956 a new drug application for Cothyrobal, NDA 
No. 11-311, was submitted by Brewer & Co. On November 
14, 1960, Brewer & Co. withdrew said new drug application, 
extending to plaintiff Vascular Pharmaceutical Co., Inc. 
(‘*Vaseular’’) the right to use any information contained 
in the withdrawn application. 


3. On May 15, 1961, Vascular submitted another new 
drug application for Cothyrobal, NDA No. 13-118. On 
May 21, 1963, (2) this application was filed by Vascular 
over protest. On July 19, 1963, the Commissioner proposed 
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Baxter Laboratories, Inc. and Travenol Laboratories, 
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an order refusing to approve NDA No. 13-118, and offered 
Vascular an opportunity for a hearing. On July 30, 1963, 
Vascular elected to avail itself of ‘the opportunity for a 
hearing. The hearing was commenced on November 18, 
1963. On November 21, 1963, a motion by Vascular for 
withdrawal of NDA No. 13-118 was granted without preju- 
dice to the filing of another new drug application relating 
to Cothyrobal, and the hearing was terminated. A true 
copy of the final order reflecting the withdrawal of NDA 
No. 13-118 and the termination of the proceeding is attached 
hereto as Exhibit A. 


4. On December 26, 1963, the FDA received from 
Vascular another new drug application for Cothyrobal, 
NDA No. 15-497, to which plaintiff Edison Pharmaceutical 
Co., Inc. (‘‘Hdison’’) was also subsequently made a party. 
On September 16, 1968, Vascular filed NDA No. 15-497 
over protest. On January 8, 1969, the Commissioner of 
Food and Drugs published in the Federal Register (34 
Fed. Reg. 278) a Notice of Opportunity for Hearing, in 
which he proposed to refuse approval of NDA No. 15-497. 
A true copy of the Notice of Opportunity for Hearing is 
attached hereto as Exhibit B. On February 6, 1969, Vascu- 
lar and Bdison elected to avail themselves of the oppor- 
tunity for a hearing. On April 16, 1969, the Commissioner 
published in the Federal Register (34 Fed. Reg. 6547) 
notice to Vascular and Edison of the scheduling of a hear- 
ing to commence on May 19, 1969, and a prehearing con- 
ference to commence on April 23, 1969. A true copy of the 
Notice of Scheduling of Hearing and Prehearing Confer- 
ence is attached hereto as (3) Exhibit C. By letter dated 
April 22, 1969, counsel for Vascular and Edison withdrew 
‘call new drug applications on the drug, Cothyrobal, with- 
out prejudice.’? A true copy of the letter withdrawing all 
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new drug applications for Cothyrobal is attached hereto 
as Exhibit D. The prehearing conference was held on 
April 23, 1969, and the proceedings ordered dismissed by 
the Hearing Examiner as moot on the basis of the with- 
drawal of NDA No. 15-497. A true copy of the order of 
dismissal is attached hereto as Exhibit B. 


5. On July 2, 1967, Baxter Laboratories, Inc. withdrew 
its qualification to do business in the District of Columbia. 
Since then, it has not transacted any business within the 
District of Columbia and has not maintained any agents or 
property within the District. 


Respectfully submitted, 


Henry T. Rarapoun 
Max O. Trourrt, Jz. 
900 17th Street, N.W. 
Washington, D. C. 20006 
Tel. No.: 296-8800 
Counsel for defendants Baxter 
Laboratories, Inc. and Travenol 
Laboratories, Inc. 


Of Counsel: 
Raymonp C. Crevencer, IIT 
Danze Marcus 
Wuoer, Curr & Pickerrxe 
900 17th Street, N.W. 
Washington, D. C. 20006 


March 20, 1970 
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Exhibit A, Annexed to Foregoing Statement 
(FrvaL ORDER Wrrurawixe ApPLicaTion) 


UNITED STATES OF AMERICA 


DeparrMenT oF HeattH, EpucaTion, AND WELFARE 


F.D.C.—D-76 
OO” 


In the matter of 


“¢Co-Turyro-Bau”’ 
Vascutar PHARMACEUTICAL Co., Inc., 
Williston Park, New York 


—— 


Upon the written request of Vascular Pharmaceutical 


Co., Inc., of Williston Park, New York dated May 21, 1963, 
their previously submitted New Drug Application No. 13- 
118 for the drug “¢Co-Thyro-Bal’’ was filed over protest. 
After consideration of this application and pursuant to 
Section 505(c) of the Federal Food, Drug, and Cosmetic 
Act, 21 U.S.C. 355(¢), the New Drug Applicant, Vascular 
Pharamceutical Co., Inc., was notified on July 19, 1963, that 
the Commissioner of Food and Drugs proposed to issue an 
Order refusing to approve New Drug Application No. 13- 
418 on the grounds that such application was incomplete 
and inadequate and offered the applicant an opportunity 
for a hearing where evidence and arguments could be sub- 
mitted to show that New Drug Application No. 13-118 was 
approvable. 

By letter dated July 30, 1963, Vascular Pharamceutical 
Co., Inc., elected to avail itself of this opportunity for a 
hearing. 
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This hearing commenced on November 18, 1963. During 
the course of the hearing, on November 21, 1963, the New 
Drug Applicant through its attorney orally moved to con- 
clude the hearing on the grounds that it desired to immedi- 
ately withdraw its New Drug Application No. 13-118 for 
the drug ‘‘Co-Thyro-Bal”’ without prejudice to the filing 
of a New Drug Application. This motion was granted. 


Now, THEREFORE IT IS ORDERED that pursuant to Section 
505 of the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. 
355, and the Regulations (2) promulgated thereunder, New 
Drug Application No. 13-118 for the drug “¢Co-Thyro-Bal’’ 
submitted by Vascular Pharmaceutical Co., Inc., is con- 
sidered withdrawn from filing, without prejudice. This 
withdrawal of the application renders the issues set forth 
in the Notice of Hearing of July 19, 1963, moot, and this 
matter is terminated. 


Dated: December 1963 in Washington, D.C. 


Joun L. Harvey 
Deputy Commissioner of Food and Drag 


JA-18 


Exhibit D, Annexed to Foregoing Statement 
(Lerrer rE WiraprawaL or New APPLICATIONS) 


Joun JoserH Maronis 
LAWYER 

2620 ‘*P’’ Street, N.W. 

Washington, D.C. 20007 


The Honorable Herbert Ley, M.D. 
Commissioner for Food and Drugs 
U.S. Food and Drug Administration 
Washington, D.C. 

Re: Cothyrobal 
Dear Dr. Ley: 


On behalf of my clients, Edison Pharmaceutical Com- 
pany and Vascular Pharmaceutical Company, I withdraw 
all new drug applications on the drug, Cothyrobal, without 
prejudice, and also withdraw the appearance of election of 
a hearing without prejudice. 


Respectfully submitted, 


Joun JoserH Matonis 
Attorney for Edison Pharmaceutical 
Company and Vascular Pharmaceutical 
Company 


CERTIFICATE OF SERVICE 


I certify that on the 22nd day of April in the year 1969, 
I personally served one copy of this letter each to Hearing 
Examiner William Brennan and to FDA counsel and have 
filed five copies with the Hearing Clerk, Department of 
Health, Education and Welfare. 


Joun JosepH Martonis 
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(Onper or Dismissau or Apri 28, 1969) 


DEPARTMENT OF HEALTH, EDUCATION, 
AND WELFARE 


Foop anp Druc ADMINISTRATION 


(Same Trrie] 


Upon the written request of Vascular Pharmaceutical 
Co., Inc., 432 Mineola Boulevard, Williston Park, Long 
Island, N.Y. 11596, dated September 16, 1968, their pre- 
viously submitted New Drug Application No. 15-497 for the 
drug Cothyrobal was filed over protest. After considera- 
tion of this application and pursuant to Section 505(c) of 
the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. 
355(c), the New Drug Applicant, Vascular Pharmaceutical 
Co., Inc., was notified on January 8, 1969, by publication of 
a Notice of Opportunity for Hearing in the Federal 
Register of that date (34 F.R. 273), and by the mailing of 
a copy of said Notice to the applicant, that the Commis- 
sioner of Food and Drugs proposed to issue an Order 
refusing approval of New Drug Application No. 15-497, 
with prejudice to future referral by the applicant to this 
new drug application because the information in this appli- 
cation was disorganized and contained conflicting material 
which led to confusion for both the applicant and the Food 
and Drug Administration. The proposal to (2) refuse to 
approve this New Drug Application was based on the 
grounds that this new drug application failed to establish 
that the drug is safe and effective for the uses prescribed, 
recommended, or suggested in the labeling submitted for 
the drug. The facts supporting these grounds were set 
forth in detail in the Notice of Opportunity for Hearing 
(34 FR. 273), and the New Drug Applicant was afforded 
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an opportunity for a hearing on this proposal at which 
evidence and arguments could be submitted on the question 
of whether New Drug Application No. 15-497 for the drug 
Cothyrobal is approvable. 

By letter dated February 6, 1969 through their counsel, 
Vascular Pharmaceutical Co., Inc., elected to avail itself of 
this opportunity for a hearing. In addition by a letter also 
dated February 6, 1969, counsel for Vascular Pharmaceu- 
tical Co., Inc. also filed his appearance as attorney for the 
Edison Pharmaceutical Co., Inc., “*. - . as their interest may 
appear’’, which company also elected to avail itself of the 
opportunity for a hearing. 

By an order dated March 13, 1969, which was served 
upon the Vascular Pharmaceutical Co., Inc., by registered 
letter dated March 19, 1969, the undersigned was desig- 
nated as the Hearing Examiner to conduct the hearing on 
the proposal of the Commissioner to issue an order refusing 
approval of New Drug Application No. 15-497. 

By publication in the Federal Register of April 16, 
1969 (34 F.R. 6547) notice was given to both the Vascular 
Pharmaceutical Co., Inc., and the Edison Pharmaceutical 
Co., Inc., of the dates, place, and time of the hearing in this 
matter. By agreement of the New Drug Applicant, the 
date of hearing was scheduled to commence on May 19, 
1969, and in (3) accordance with Section 130.18 of the New 
Drug Regulations (21 CFR 130.18) there was also pub- 
lished a notice of prehearing conference in this matter to 
eommence at 10 a.m. on April 23, 1969. 

By letter dated April 22, 1969, counsel for Vascular 
Pharmaceutical Co., Inc., and Edison Pharmaceutical Co., 
Inc., withdraw ‘‘. . . all new drug applications on the drug, 
Cothyrobal, without prejudice,”’ and also withdrew ‘‘.. . 
the appearance of election of a hearing without prejudice.” 

Now, THEREFORE IT IS ORDERED that pursuant to Section 
505 of the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. 


JA-21 


Plaintiffs’ Answer to the Motion of Defendants Baster and 
Travenol to Dismiss or for Summary Judgment 


355, and the regulations promulgated thereunder, New 
Drug Application No. 15-497 for the drug Cothyrobal, sub- 
mitted by Vascular Pharmaceutical Co., Inc., is considered 
withdrawn from filing, without prejudice (21 CFR 130.8). 
The withdrawal of application No. 15-497 renders the is- 
sues set forth in the Notice of Opportunity for Hearing 
dated December 24, 1968, moot, and this matter is hereby 
terminated. 


Dated: April 28, 1969 
Washington, D.C. 
Wuium E. Brennan 
Hearing Examiner 


Plaintiffs’ Answer to Motion of Defendants Baxter 
and Travenol to Dismiss or for Summary Judgment 


UNITED STATES DISTRICT COURT 


For rae Disrricr of CoLuMBIA 


— ee 


Morray IsRart, ET AL, 
Plaintiffs, 
Baxrer Lazorarories, Inc., ET AL, 
Defendants. 


——————————————————— 


Pursuant to Rules 12(b) and 56 of the Federal Rules of 
Civil Procedure, plaintiffs hereby answer said defendants 
Motion for an Order Dismissing the Complaint and for 
Summary Judgment as follows: 


1. The complaint does state a claim upon which relief 
can be granted on the grounds that the two cases on which 
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said defendants rely, namely, Eastern Railroad Presidents’ 
Conference v. Noerr Motor Freight, Inc., 365 U.S. 127 
(1961), and United Mine Workers of America v. Penning- 
ton, 381 U.S. 657 (1965), are not authority for dismissal or 
summary judgment herein because said two cases are 
clearly distinguishable on the facts from the instant case 
and furthermore, the case at hand specifically comes within 
the exceptions set forth in said two cases and falls outside 
the protected perimeter enunciated recently in Whitten v. 
Paddock Pool Builders, Inc., 38 L.W. 2534 (March 25, 
1970). 


2. The complaint states a claim upon which injunctive 
relief and damages can be granted in that it alleges injury 
to plaintiffs by reasons of being denied fair opportunity for 
a hearing and an impartial and objective decision by the 
Food and Drug Adminstration by the direct action of 
defendants in conspiring to prevent such hearing and deci- 
sion. The claim for relief is founded in part on the conduct 
of defendants within the (2) requirements of Radovich v. 
National Football League, 352 U.S. 445 (1957), Radiant 
Burners v. Peoples Gas, Light and Coke Co., 364 U.S. 656 
(1961), in so far as the general public is concerned; Karseal 
Corp. v. Richfield Oil Corp., 221 F. 2d 358 (1955), in so far 
as individuals, such as plaintiffs, herein are concerned and 
which has caused serious and extensive injuries and re- 
sulting damage. 


3. For similar reasons defendants’ conduct which vio- 
lates the federal antitrust laws, also violates the law of the 
states listed in the complaint, among others, and hence the 
complaint states a claim upon which relief can be granted. 


4, Baxter Laboratories, Inc., which maintains a prin- 
cipal place of business at 6301 Lincoln Avenue, Morton 
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Grove, Illinois, was personally and properly served thereat 
on or about January 23, 1970 by United States Marshall 
John C. Meisgner personally leaving with an appropriate 
person thereat a copy of the summons and complaint herein, 
and is subject to the jurisdiction of this Court pursuant to 
15 U.S.C. 22 and does business in the District of Columbia 
within the rule laid down in Thill Securities Co. v. The New 
York Stock Exchange, 1968 Trade Cases 72,416. 


Wuereror:, plaintiffs respectfully request that the Mo- 
tion of Defendants Baxter and Travenol for an Order Dis- 
missing the Complaint or for Summary Judgment be denied 
in all respects. 

Marraew J. Fazrser, Esq. 
905 Sixteenth Street, N.W. 
Washington, D. C. 20006 
Telephone: 638-3331 


Howarp Cerny, Esq. 
345 Park Avenue 
New York, New York 10017 
Telephone: (212) 688-0700 
Attorneys for Plaintiffs 
Date: May 1, 1970 
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Statement of Material Facts in Which Plaintiffs Claim 
There Exists Genuine Issue 


UNITED STATES DISTRICT COURT 


For rae Districr of CoLuMBIA 


[Same TittE] 


In answer to the Motion of Defendants Baxter Labora- 
tories, Inc. (‘‘Baxter’’) and Travenol Laboratories, Inc. 
(‘Travenol’’) for an Order Dismissing the Complaint or 
for Summary Judgment filed herein and pursuant to Rule 
9(h) of the Rules of the Court, plaintiffs set forth the fol- 
lowing material facts as to which they contend there exists 
genuine issue: 


1. On November 21, 1963 the hearing on New Drug 
Application (‘‘N.D.A.’’) No. 13-118 was terminated follow- 
ing an agreement between plaintiff and counsel for the 
Government, concurred in by members of the staff of the 
Food and Drug Administration (‘‘F.D.A.’’), that Vascular 
Pharmaceutical Company, Inc. would withdraw N.D.A. No. 
43-118 without prejudice to the filing of another new appli- 
cation relating to Cothyrobal, after cooperation and con- 
sultation between the parties to the hearing for the purpose 
of clarifying the particular information which the F.D.A. 
would require in order to evaluate the safety and effective- 
ness of Cothyrobal. Counsel for the Government indicated 
at that time that any further application would “be evalu- 
ated fairly and without any prejudice to the parties.”?” A 
true copy of the Proceeding at the hearing of November 21, 
1963, is attached hereto as Exhibit A. 


9. As set out in the complaint herein documents con- 
spired to so influence the F.D.A. as to render any further 
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N.D.A. filing for (2) Cothyrobal worthless, because of a 
prejudice developed within the F.D.A. as a direct result of 
the conspiracy. A detailed analysis of defendants’ con- 
spiracy and its effect on the actions taken by F.D.A., as set 
out in the statement by Senator Long of Missouri, printed 
in the Congressional Record of September 20, 1968, is 
attached hereto as Exhibit B. 


3. Defendants Baxter and Travenol do transact busi- 
ness within the District of Columbia, in that their products, 
including, but not limited to, Choloxin, are distributed by 
wholesalers to retailers within the District of Columbia for 
ultimate consumer consumption and use by residents of the 
District of Columbia. 


Respectfully submitted, 


Marruew J. Farrser, Esq. 
905 Sixteenth Street, N.W. 
Washington, D. C. 20006 

Telephone: 638-3331 


Howarp Cerny, Esq. 
345 Park Avenue 
New York, New York 10017 
Telephone: (212) 688-0700 
Attorneys for Plaintiffs 


Date: May 1, 1970 
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(1426) DEPARTMENT OF HEALTH, EDUCATION 
AND WELFARE 


Foop anp Drug ADMINISTRATION 
FDC-D-76 
—$9—$$$<—_—_——_———_ 


In the Matter of: 


“¢o-Tuyr0-BaL’’ 
Vascuuar Prarmacevricay Co., Inc., 
Williston Park, New York. 


| EE 


Room 5131, HEW Building 

330 Independence Avenue, S.W., 
Washington, D. C., 

Thursday, November 21, 1963. 


The above-entitled matter came on for further hearing, 
pursuant to notice, at 10:25 a.m. 


Before: 
Wuius E. Brennan, Hearing Examiner. 


Appearances: 
(As heretofore noted.) 


(2-427) Procerpines 


Examiner Brennan: All right, gentlemen, the hearing 
will come to order. 
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Mr. Goldman: Mr. Examiner, counsel for the Govern- 
ment and myself had a conference yesterday at which cer- 
tain members of the staff of the F.D.A. were present, in 
which a discussion was had to explore the possibility of 
terminating the present hearing for various reasons, some 
of which involve the time element and the expense. 

We discussed the allegations made by the notice of 
hearing, and the applicant believes that the defects alleged 
by the Food and Drug Administration can be either di- 
rected or satisfactorily clarified so that a new drug applica- 
tion could become approved or completed. 

In that light, and with a view toward ending what has 
become an adversary proceeding, whereas we should not 
engage in such a proceeding relative to a drug which is 
in the public interest, we felt it was in the best interest 
of the applicant to apply at this point to withdraw the 
present new drug application without prejudice to the 
filing of another new drug application relative to Co-Thyro- 
Bal which would be filed in short order. 

We have been advised by Mr. Onychuk that to the extent 
that it is legally possible, the Food and Drug Administra- 
tion staff will cooperate and consult with the (3-428) ap- 
plication, when necessary, for the purpose of clarifying 
the particular information which the F.D.A. would require 
in order for them to evaluate the safety and effectiveness 
of Co-Thyro-Bal. 

We have become aware, during the course of the hear- 
ing, as to the certain allegations of technical defects in the 
application with respect to the labeling and packaging 
insert. We, of course, still maintain we have shown. the 
safety and effectiveness of Co-Thyro-Bal, but we also real- 
ize the F.D.A. must be the last word to evaluate our claims. 

We feel that with a new drug application in lieu of the 
present pending application which will, of course, be 
brought up to date, the old one having been filed in 1961, 


JA-28 
Exhibit A, Annexed to Foregoing Statement 


we will also be able to present additional evidence of the 
safety and effectiveness which we feel would satisfy the 
staff of the F.D.A. and enable them to properly evaluate 
safety and effectiveness of the drug. 

We are doing this not because we feel we have not made 
out a case. On the contrary, we feel that everyone has 
been morally, at least, convinced that the administration 
of Co-Thyro-Bal intravenously is not toxic, and has cer- 
tainly evidenced significant effectiveness in the individuals 
to whom it has been administered. 

The problem has been to convince the F.D.A. that (4 
429) our evaluation should be their evaluation. 

So at this point our application (a) to withdraw the 
present pending New Drug Application No. 13-118, Co- 
Thyro-Bal, as filed by Vascular Pharmaceutical Company, 
Inc., without prejudice to the filing of a new application, 
and, (b) that the only order which issues as a result of 
this hearing is an order terminating the present hearing. 

Examiner Brennan: Mr. Onychuk, do you have any 
comment? 

Mr. Onychuk: Mr. Goldman fairly stated the content 
of our conference. The F.D.A. has no objection to the 
withdrawal of N.D.A. 13-118, and any application the ap- 
plicant will file pursuant to the Act will, of course, be 
evaluated fairly and without any prejudice to the parties 
because of this prior proceeding from which we have with- 
drawn. 

Examiner Brennan: Very well. Within my jurisdic- 
tion, the Examiner’s jurisdiction, the motion of the appli- 
cant is granted for the withdrawal of New Drug Applica- 
tion 13-118 for the drug Co-Thyro-Bal submitted by 
Vascular Pharmaceutical Co., Inc., of Williston Park, New 
York. 

The withdrawal of this application, of course, makes 
the issues set forth in the notice of hearing dated July 19, 
1963 moot. Therefore, continuation of this (5-430) hearing 
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would serve no purpose that I can see. Therefore, the 
hearing is terminated, and I would like to thank all parties, 
the applicant and his witnesses, Government counsel and 
your associates, for your splendid cooperation with the 
Examiner throughout the course of this hearing. 

This hearing is adjourned. 


(Whereupon, at 10:33 a.m., the hearing was adjourned.) 


Defendant Dr. Marion Finkel’s Motion to Dismiss, or, 
in the Alternative, for Summary Judgment 


UNITED STATES DISTRICT COURT 
For tHe Disrrict or CoLuMBIA 
Civil Action No. 3626-69 


— 


Murray Iszazt, M.D., et al., 
Plaintiffs, 
vs. 


Baxter Lasoratoris, Inc., et al., 
Defendants. 


———— 


Defendant, Dr. Marion Finkel, by her attorney, the 
United States Attorney for the District of Columbia, moves 
the Court to dismiss this action for failure of the complaint 
to state a claim upon which relief can be granted. 

In the alternative, defendant Dr. Marion Finkel moves 
the Court for summary judgment in her favor, on the 
ground that there is no genuine issue as te any material 
fact and defendant is entitled to judgment as a matter of 
law. 
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Defendant, Dr. Marion Finkel, incorporates into her 
alternative motion for summary judgment, by attachment 
hereto, the following exhibits: 


Govt. Ex. No. Description 


1 Affidavit of defendant, Marion J. Finkel, 
M.D., executed March 27, 1970 with two at- 
tached exhibits 


Affidavit of Arthur Ruskin, M.D., executed 
March 27, 1970 


Affidavit of Williom J. Gyarfus, executed 
March 27, 1970 


Notice of Commissioner’s proposal to dié- 
approve NDA 13-118 dated July 19, 1963 


(2) Defendant, Dr. Marion Finkel, incorporates by 
reference into her alternative motion for summary judg- 
ment Exhibits A-E of co-defendants Baxter Laboratories, 
Inc., and Travenol Laboratories, Inc., filed herein in sup- 
port of their Motion to Dismiss or for Summary Judgment. 

In support of these motions, defendant Dr. Marion 
Finkel submits herewith a memorandum of points and 
authorities, and (in support of her motion for summary 
judgment only) a statement of material facts. 


Txomas A, FLANNERY 
United States Attorney 


Josera M. Hannon 
Assistant United States Attorney 


Roserr S. Rankin, JR. 
Assistant United States Attorney 
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(Government’s Exuzsrr 1) 


IN THE 
UNITED STATES DISTRICT COURT 


FOR THE District oF CoLUMBIA 
[Same Trriz] 


Country or ARLINGTON nae 
ComMMONWEALTH OF VIRGINIA 


Marton J. Fixxer, M.D., being first duly sworn upon 
oath deposes and says: 

Lam a medical doctor, having received my M.D. degree 
from Chicago Medical School in 1952. I had an internship 
and three years of residency in internal medicine from July 
1952 to June 1956. From 1958 to 1961 I was head of a dia- 
betes clinic at Bellevue Hospital. From 1955 to 1961 I was 
a clinical instructor in medicine at New York University 
Post Graduate Medical School. From August 1956 to May 
1957 and September 1961 to April 1963, I maintained a 
private practice in New York and New Jersey, respectively. 
From June 1957 to June 1951 I worked for Merck, Sharp & 
Dohme, at which time I was a medical editor for the Merck 
Index and Merck Manual. At the present time I am clinical 
instructor of medicine at Georgetown University and a staff 
member of the diabetes clinic at Georgetown University 
Hospital, in addition to my duties with the United States 
Food and Drug Administration. 

In May of 1963, I began my employment at the United 
States Food and Drug Administration, as medical officer in 
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the Medical Evaluation Branch of the Division of New 
Drugs. Because of my specialization in metabolism and 
endocrine drugs, most of the drugs that I reviewed were in 
that field. Therefore, I reviewed all of the thyroid prepara- 
tions submitted as new drugs. 

(2) In July 1966, I became Acting Director, Division of 
Metabolism and Endocrine Drugs, Office of New Drugs, 
United States Food and Drug Administration. In Septem- 
ber 1968 I became Director, Division of Metabolism and 
Endocrine Drugs, Office of New Drugs, United States Food 
and Drug Administration. 

My first contact with plaintiffs was in 1963. In 1961 
Vascular Pharamceutical Company had filed a New Drug 
Application, No. 13118, for Cothyrobal, which another medi- 
cal officer had refused to file under 21 CFR 1305 on the 
ground that it was incomplete. Pursuant to 21 CFR 1305 
Vascular requested filing over protest and a hearing on 
whether the New Drug Application was approvable under 
21 U.S.C. 355. In the latter part of August or early Septem- 
ber 1963, I was asked to cooperate with the Division of 
Medical Review to prepare for the hearing. 

I attended internal pre-hearing conferences with other 
members of the Food and Drug Administration and the 
Office of the General Counsel to discuss the application and 
detemine who we might ask to be expert witnesses. I thought 
of Drs. David Kritchevsky and John Nodine and another 
medical officer suggested Dr. Sidney Ingbar. Dr. Kritchev- 
sky is a biochemist who has an international reputation as 
an expert in cholesterol metabolism and experimental ather- 
osclerosis. 

I had never met Dr. Kritchevsky until he came to the 
FDA on September 4, 1963 to address a seminar entitled 
“¢Wxperimental Atherosclerosis’. This was part of a large 
number of seminars that I arranged during the period when 
I was Program Chairman for the Bureau of Medicine-Divi- 
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sion of New Drugs Seminars. As we had already begun 
to think of possible witnesses, I asked him at that time if 
he would be available as a witness at a hearing concerning & 
drug containing thyroxine and Vitamin B,.. He agreed. 
Dr. Nodine, an expert in (3) pharmacology, Dr. Ingbar, an 
expert in thyroid physiology and Dr. Marvin Sachs, an 
expert in cardiology and perpheral vascular disease, also 
agreed to serve as witnesses. At that time FDA had no 
policy or procedure for ascertaining the financial interests 
of possible FDA hearing witnesses. As Dr. Kritchevsky 
and the other physicians were asked to be witnesses, and 
not consultants, no inquiry was made into their stock hold- 
ings or other financial interests. 

The hearing was begun on November 13, 19638. After 
three days, during which time Vascular called Dr. Murray 
Israel, two other doctors and three of Dr. Israel’s patients 
as witnesses, Vascular formally withdrew their NDA and 
requested the Hearing Officer to dismiss the proceedings 
without prejudice. A copy of the order, dismissing the 
action, is attached as Exhibit A. 

On December 26, 1963, Dr. Murray Israel, Dr. Robert 
Barnard and I had a conference in my office, at Dr. Israel’s 
request, at which time I made detailed recommendations 
concerning the types of studies which would be required to 
establish the safety and efficacy of Cothyrobal. Before leav- 
ing my office Dr. Israel left with me a new NDA for Cothy- 
robal. This NDA was later numbered 15-497. 

Dr. Israel indicated at our December meeting, and in 
several communications early in 1964, that Vascular might 
request another hearing if NDA 15-497 were not approved. 
It appeared to me, as none of the four FDA expert wit- 
nesses had the opportunity to testify at the earlier hearing, 
that it might be well to form an ad hoc advisory committee 
to review all of the NDA’s submitted by Vascular. We 
would then be prepared should a hearing be requested at a 
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the Medical Evaluation Branch of the Division of New 
Drugs. Because of my specialization in metabolism and 
endocrine drugs, most of the drugs that I reviewed were in 
that field. Therefore, I reviewed all of the thyroid prepara- 
tions submitted as new drugs. 

(2) In July 1966, I became Acting Director, Division of 
Metabolism and Endocrine Drugs, Office of New Drugs, 
United States Food and Drug Administration. In Septem- 
ber 1968 I became Director, Division of Metabolism and 
Endocrine Drugs, Office of New Drugs, United States Food 
and Drug Administration. 

My first contact with plaintiffs was in 1963. In 1961 
Vascular Pharamceutical Company had filed a New Drug 
Application, No. 13118, for Cothyrobal, which another medi- 
cal officer had refused to file under 21 CFR 1305 on the 
ground that it was incomplete. Pursuant to 21 CFR 1305 
Vascular requested filing over protest and a hearing on 
whether the New Drug Application was approvable under 
21 U.S.C. 355. In the latter part of August or early Septem- 
ber 1963, I was asked to cooperate with the Division of 
Medical Review to prepare for the hearing. 

I attended internal pre-hearing conferences with other 
members of the Food and Drug Administration and the 
Office of the General Counsel to diseuss the application and 
detemine who we might ask to be expert witnesses. I thought 
of Drs. David Kritchevsky and John Nodine and another 
medical officer suggested Dr. Sidney Ingbar. Dr. Kritchev- 
sky is a biochemist who has an international reputation as 
an expert in cholesterol metabolism and experimental ather- 
osclerosis. 

I had never met Dr. Kritchevsky until he came to the 
FDA on September 4, 1963 to address a seminar entitled 
“«Wxperimental Atherosclerosis’’. This was part of a large 
number of seminars that I arranged during the period when 
I was Program Chairman for the Bureau of Medicine-Divi- 
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sion of New Drugs Seminars. As we had already begun 
to think of possible witnesses, I asked him at that time if 
he would be available as a witness at a hearing concerning @ 
drug containing thyroxine and Vitamin B,. He agreed. 
Dr. Nodine, an expert in (3) pharmacology, Dr. Ingbar, an 
expert in thyroid physiology and Dr. Marvin Sachs, an 
expert in cardiology and perpheral vascular disease, also 
agreed to serve as witnesses. At that time FDA had no 
policy or procedure for ascertaining the financial interests 
of possible FDA hearing witnesses. As Dr. Kritchevsky 
and the other physicians were asked to be witnesses, and 
not consultants, no inquiry was made into their stock hold- 
ings or other financial interests. 

The hearing was begun on November 18, 1963. After 
three days, during which time Vascular called Dr. Murray 
Israel, two other doctors and three of Dr. TIsrael’s patients 
as witnesses, Vascular formally withdrew their NDA and 
requested the Hearing Officer to dismiss the proceedings 
without prejudice. A copy of the order, dismissing the 
action, is attached as Exhibit A. 

On December 26, 1963, Dr. Murray Israel, Dr. Robert 
Barnard and I had a conference in my office, at Dr. Israel’s 
request, at which time I made detailed recommendations 
concerning the types of studies which would be required to 
establish the safety and efficacy of Cothyrobal. Before leav- 
ing my office Dr. Israel left with me a new NDA for Cothy- 
robal. This NDA was later numbered 15-497. 

Dr. Israel indicated at our December meeting, and in 
several communications early in 1964, that Vascular might 
request another hearing if NDA 15-497 were not approved. 
It appeared to me, as none of the four FDA expert wit- 
nesses had the opportunity to testify at the earlier hearing, 
that it might be well to form an ad hoe advisory committee 
to review all of the NDA’s submitted by Vascular. We 
would then be prepared should a hearing be requested at a 
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later date. Dr. Arthur Ruskin, my superior, agreed and 
contacted Mr. James Shipp, Administrative Officer, re- 
questing the appointments of Drs. Kritchevsky, Nodine, 
Ingbar and Sachs. A request was also sent to Mr. Shipp 
for the (4) appointment of Dr. William Likoff, a renowned 
expert on cardiovascular disease. As the doctors were 
not at that time actually employed as witnesses in an exist- 
ing hearing, they were now considered to be consultants 
and the FDA required them to fill out certain forms. One 
of these questioned them regarding, among other things, 
their financial interests in drug companies. Dr. Kritchev- 
sky was found to own 50 shares of stock in Baxter Labora- 
tories, which makes dextro-thyroxin and levo-thyroxin and 
he was therefore considered ineligible for consideration 
for the committee. About this same time Dr. Nodine asked 
to be dropped from the panel. Dr. Ingbar was found to 
have a possible conflict of interest and he was replaced by 
Dr. Sidney Werner, a well-known expert in endocrinology. 
Dr. Robert F. Schilling, an eminent expert on Vitamin B12 
agreed to serve. I recommended Dr. William R. Wilson, 
an expert in cardiovascular and pulmonary disease. Dr. 
Wilson agreed to participate. Dr. Henry Lardy, at our 
request agreed to participate. He was chosen because he 
had done experimental work with B12 and thyroxine and 
his work was cited by the applicant as supporting the 
applicant’s theory that B12 protects against the toxic 
effects of thyroid hormones. 

Drs. Sachs, Likoff, Schilling and Wilson were cleared 
as consultants. On June 13, 1964, I sent Vascular a letter, 
attached as Exhibit B, setting forth the inadequacies of the 
new NDA. On July 29, 1964, the NDA was withdrawn by 
Vascular. However, after NDA 15-497 was withdrawn, I 
did not see any point in pursuing the matter further with 
our consultants and proposed consultants. Accordingly, 
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Drs. Likoff, Sachs, Werner, Schilling, Wilson and Lardy 

were informed that the applicatoin was withdrawn and 

that their tenure as consultants or witnesses was ended. 
(5) The only other dealings that I have had with any of 
the Plaintiffs, since that time, are my attendance, as 
_ Director of Division of Metabolism and Endocrine Drugs, 
at two meetings, one on January 27, 1969 with Vascular’s 
' attorneys and Drs. Cyarfas and Rosenstein of the United 
States Food and Drug Administration and one on February 
28, 1969 with the attorneys for and President of Edison 
: Pharmaceutical Company and Dr. Minchew, Acting Direc- 

tor of the Bureau of Medicine, and Dr. Cyarfas, Acting 
Director of the Office of New Drugs, United States Food 
and Drug Administration. Vascular had submitted, and 
thus reactivated, NDA 15497 on April 16, 1968. On Sep- 
tember 6, 1969 a not-approvable letter was sent to Vascular 
and on September 16, 1968 Vascular requested a hearing. 
The January meeting was held, at Vascular’s request, for 
the purpose of obtaining further details relevant to Cothy- 
robal and to advise us that Dr. Israel and Vascular had 
assigned their interests in Cothyrobal to Edison. The 
February meeting was held, at the request of Edison, to 
discuss a possible settlement of the Cothyrobal matter 
without a hearing. The representatives from Edison 
wished to discuss in detail the various points brought out 
in the not-approvable letter. They were informed at the 
meeting that this could not be discussed as the sponsor 
had elected to avail himself of the opportunity for hearing 
as provided in the regulations. 

Apart from minor labeling changes in 1964 on another 
application and several conferences on a proposed Investi- 
gational New Drug, my only connection with Baxter Labo- 
ratories concerned an NDA resubmitted by Baxter Labora- 
tories, Inc. for the drug Choloxin in 1965. The application 
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was reviewed by me, in March 1965. I refused to (6) per- 
mit it to be filed on the ground that the drug was recom- 
mended for use in euthyroid patients with heart disease. It 
was finally approved two years later in April 1967, when 
Baxter agreed to label it as a cholesterol lowering drug, not 
to be used by euthyroid patients with heart disease. An- 
other drug recommended for use for lowering cholestero] 
was approved by FDA at this time—Atromid-S submitted 
by Ayerst Co. This drug would be in competition with 
Choloxin. 

My actions in this case were not unusual for the cir- 
cumstances. I have made substantially the same decisions 
and taken the same kind of action in hundreds of other 
cases, as have all other medical officers employed by FDA. 

At all times referred to in this affidavit, I was acting 
within the normal scope of my duties as medical officer for 
the Food and Drug Administration. 


Mazion J. Finxer, M.D. 


Subseribed and sworn to before me this 27th day of 
March, 1970, in the County and State aforesaid. 


Francis E. McKay 
Notary Public 
My Commission Expires July 1, 1974 
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(Government’s Exmir 2) 
IN THE UNITED STATES DISTRICT COURT 


For rae Disraicr or CoLuMBIA 
[Same Trriz] 


County or MontcoMERY 
State or MaryLanp 


Anrrnur Rusxry, M.D., being first duly sworn upon oath 
deposes and says: 

I am presently employed by the United States Food and 
Drug Administration as Director of Division of Cardio 
Pulmonary Renal Drugs. In 1963 and 1964 I was Deputy 
Director, Division of New Drugs, United States Food and 
Drug Administration. 

Tn 1963 and 1964 Marion J. Finkel, M.D., was employed 
as medical officer for the Division of New Drugs, United 
States Food and Drug Administration. I was her super- 
visor during that time, and continued as her supervisor 
until 1966. 

I am acquainted with the work done by Dr. Finkel on 
NDAs No. 13118 and 15497, during the time in which I was 
her supervisor, as described in her affidavit filed in this 
action. All of the activities described in that affidavit were 
done within the scope of her employment as medical officer 
for the United States Food and Drug Administration and 
were in furtherance of the declared policy of the Food and 
Drug Administration and pursuant to the Federal Food, 
Drug, and Cosmetic Act. 

Agruur Ruskin, M.D. 


Subscribed and sworn to before me this 27th day of 
March, 1970, in the County and State aforesaid. 


Francis E. McKay 
Notary Public 
My Commission Expires July 1, 1974 
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(GoverNMENT’s Exar 3) 


IN THE UNITED STATES DISTRICT COURT 


For rue District or CoLuMBIA 
(Same Trruz] 


County or MonTcoMERY 
State or MaryLanp 


Writs J. Gyarras, being first duly sworn upon oath, 
states as follows: 
I am Acting Director of Office of New Drugs for the 


United States Food and Drug Administration, which posi- 
tion I have held since August 7, 1968. 

In my official capacity I attended the two meetings, on 
January 27 and February 28, 1969, described by Marion J. 
Finkel in her affidavit filed in this action. Both meetings 
were attended by her as Director of Division of Metabolism 
and Endocrine Drugs, Office of New Drugs, United States 
Food and Drug Administration, and were attended by her 
as part of her official duties as Director. 


Wruutam J. Grarras 


Subscribed and sworn to before me this 27th day of 
March, 1970, in the County and State aforesaid. 


Francis BE. McKay 
Notary Public 
My Commission Expires July 1, 1974 
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Disapprove Application, Annexed to Foregoing 
Motion 
(GovernmMeENtT’s Exursrr 4) 

UNITED STATES OF AMERICA 
DeparTMENT oF Heat, Epucation, aND WELFARE 
FDC-D-76 


———— 
In the matter of 
“¢Co-TuyRo-Bav’’ 

VascuLaz Poarmacevricat Co., Inc., 

Williston Park, New York 


—<—<—<$_$_ _ 9 ——————<$_______——— 


Notice is hereby given to the applicant, Vascular Phar- 
maceutical Co., Inc., Williston Park, New York, that the 
Commissioner of Food and Drugs proposes to issue an 
order refusing to approve New Drug Application No. 13-118 
held by Vascular Pharmaceutical Co., Inc., for the drug 
‘‘Co-Thyro-Bal’’ on the grounds that such application is 
incomplete and inadequate in that: 


1. The reports of investigation included with 
the application do not include adequate tests by all 
methods deemed reasonably applicable to show 
whether or not such drug is safe for use under the 
conditions prescribed, recommended, or suggested in 
the proposed labeling. 


(a) The investigative reports do not contain 
sufficiently detailed clinical cases on a sufficient 
number of individuals to be considered reasonably 
applicable to establish whether or not the drug 
is safe for proposed use. 
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(b) The investigative reports do not include 
animal data which would be considered reason- 
ably applicable to show the drug is safe for 
parenteral use, particularly chronic injections. 


(c) Investigations with the revised formula- 
tion of the drug would be considered reasonably 
applicable to show its safety and no such investi- 
gations have been submitted. 


(d) One of the recommended conditions of use 
is for patients with coronary heart disease. In- 
vestigations to establish the safety of the product 
in this condition for which the drug may be 
contraindicated are considered reasonably ap- 
plicable. No report of such investigation is 
on file. 


(2) (e) Routes of administration other than 
intravenous are implied or stated in the pro- 
posed labeling for the drug. Adequate tests by 
methods reasonably applicable to establish the 
drug is safe for such use have not been submitted. 


2. The results of the tests included with the 
application do not show that the drug is safe for 
use under the conditions prescribed, recommended, 
or suggested in the proposed labeling. 


(a) Clinical tests appear to have been per- 
formed on formulations other than the formula- 
tion proposed for marketing and such tests do 
not show that the drug proposed to be marketed 
is safe for use under the proposed labeling. 


3. The application data establishes that the 
methods used in, and the facilities and controls used 
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for, the manufacture, processing, and packing of such 
drug are inadequate to preserve its identity, strength, 
quality, and purity. 


(a) There is an inconsistency in the state- 
ment of composition of the drug as labeled and 
as given in the various and conflicting statements 
of composition and in the package insert so that 
the identity of the product is not defined and the 
adequacy of the methods and controls used in 
the manufacture, processing, and packing can- 
not be determined. 


(b) The controls do not contain specifications 
for acceptance for each lot of all components 
going into the manufacture of the finished prod- 


uct or a full description of the laboratory pro- 
cedures that will be employed to check the speci- 
fications for all components. 


(c) Data has not been submitted to establish 
the stability of the product which would show 
that the methods, facilities, and controls used 
in production and packing of the drug are ade- 
quate to preserve its identity, strength, quality 
and purity. 


(3) (d) The drug is intended for parenteral 
administration which for safety requires that, 
among other things, it be sterile, nonpyrogenic, 
and contain the stated quantities of the active 
ingredients. It has not been shown that ade- 
quate tests, methods, facilities, or controls will 
be employed. 


(e) The mehods must be regarded as inade- 
quate in the absence in the application of the 
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results obtained by the applicant on the samples 
submitted to show the adequacy of the methods 
and controls. 


4. Upon the basis of the information submitted 
as part of the application, or upon the basis of 
the other information that is available with respect 
to such drug, there is insufficient information to de- 
termine whether such drug is safe for use under 
the conditions prescribed, recommended, or suggest- 
ed in the proposed labeling. 


(a) There is information available to estab- 
lish the safe use of 1-thyroxine or thyroid extract 
for certain conditions and indications and to es- 
tablish it is contraindicated in some cases. This 
application has insufficient information to es- 
tablish the drug is safe in conditions where it 
may be contraindicated. 


5. Evaluated on the basis of information sub- 
mitted and other information with respect to the 
drug, there is a lack of substantial evidence that 
the drug will have the effect it purports or is rep- 
resented to have under the conditions of use pre- 
scribed, recommended, or suggested in the proposed 
labeling. 


(a) Specifically, further data consisting of 
adequate and well-controlled investigations, in- 
cluding clinical investigations, by experts quali- 
fied by scientific (4) training and experience to 
evaluate the effectiveness of the drug is neces- 
sary to furnish a basis upon which it could fairly 
and reasonably be concluded by such experts that 
the drug will have the effect it purports or is 
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represented to have under the conditions of use 
recommended or suggested in the proposed label- 
ing. 

In accordance with the provisions of Section 505 of the 
Federal Food, Drug, and Cosmetic Act [21 U.S.C. 355] 
and the regulations appearing in Title 21, Code of Fed- 
eral Regulations, Part 130, the Commissioner hereby offers 
applicant an opportunity for a hearing in Room 5131, North 
Building, Department of Health, Education, and Welfare, 
3rd & Independence Avenue, S.W., Washington 25, D. C., 
where the applicant may produce evidence and arguments 
to show that New Drug Application No. 13-118 is approv- 
able. 

The applicant is required to make a written appearance 
on or before the thirtieth day after issuance of this notice 


by filing with the Hearing Clerk, Department of Health, 
Education, and Welfare, Room 5440, 3rd & Independence 
Avenue, S.W., Washington 25, D. C., a statement electing 
whether: 


(1) To avail itself of the opportunity for a hear- 
ing at the place specified herein; or 


(2) Not to avail itself of the opportunity for a 
hearing. 


Tf the applicant elects not to avail itself of the op- 
portunity for a hearing, the Commissioner, without fur- 
ther notice, will enter a final order refusing approval of 
the New Drug Application. 

Failure of the applicant to file such a written appear- 
ance of election, on or before the thirtieth day after issu- 
ance of this Notice of Hearing, will be construed as an 
election by the applicant not to avail itself of the oppor- 
tunity for a hearing. 
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results obtained by the applicant on the samples 
submitted to show the adequacy of the methods 
and controls. 


4. Upon the basis of the information submitted 
as part of the application, or upon the basis of 
the other information that is available with respect 
to such drug, there is insufficient information to de- 
termine whether such drug is safe for use under 
the conditions prescribed, recommended, or suggest- 
ed in the proposed labeling. 


(a) There is information available to estab- 
lish the safe use of 1-thyroxine or thyroid extract 
for certain conditions and indications and to es- 
tablish it is contraindicated in some cases. This 
application has insufficient information to es- 
tablish the drug is safe in conditions where it 
may be contraindicated. 


5. Evaluated on the basis of information sub- 
mitted and other information with respect to the 
drug, there is a lack of substantial evidence that 
the drug will have the effect it purports or is rep- 
resented to have under the conditions of use pre- 
scribed, recommended, or suggested in the proposed 
labeling. 


(a) Specifically, further data consisting of 
adequate and well-controlled investigations, in- 
cluding clinical investigations, by experts quali- 
fied by scientific (4) training and experience to 
evaluate the effectiveness of the drug is neces- 
sary to furnish a basis upon which it could fairly 
and reasonably be concluded by such experts that 
the drug will have the effect it purports or is 
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represented to have under the conditions of use 
recommended or suggested in the proposed label- 
ing. 

Tn accordance with the provisions of Section 505 of the 
Federal Food, Drug, and Cosmetic Act [21 U.S.C. 355] 
and the regulations appearing in Title 21, Code of Fed- 
eral Regulations, Part 130, the Commissioner hereby offers 
applicant an opportunity for a hearing in Room 5131, North 
Building, Department of Health, Education, and Welfare, 
3rd & Independence Avenue, S.W., Washington 25, D. C., 
where the applicant may produce evidence and arguments 
to show that New Drug Application No. 13-118 is approv- 
able. 

The applicant is required to make a written appearance 
on or before the thirtieth day after issuance of this notice 


by filing with the Hearing Clerk, Department of Health, 
Education, and Welfare, Room 5440, 3rd & Independence 
Avenue, S.W., Washington 25, D. C., a statement electing 
whether: 


(1) To avail itself of the opportunity for a hear- 
ing at the place specified herein; or 


(2) Not to avail itself of the opportunity for a 
hearing. 


If the applicant elects not to avail itself of the op- 
portunity for a hearing, the Commissioner, without fur- 
ther notice, will enter a final order refusing approval of 
the New Drug Application. 

Failure of the applicant to file such a written appear- 
ance of election, on or before the thirtieth day after issu- 
ance of this Notice of Hearing, will be construed as an 
election by the applicant not to avail itself of the oppor- 
tunity for a hearing. 
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(5) The hearing contemplated by this Notice of Hear- 
ing will be a public hearing unless the applicant requesting 
the hearing specifies in its written appearance that por- 
tions of the application contain information concerning 
a method or process which is entitled to protection as a 
trade secret and requests that parts of the hearing at 
which such methods or processes are at issue be closed 
to the public. 

If the applicant elects to avail itself of the opportunity 
for a hearing and files a timely appearance, it may present 
such evidence and argument at the hearing as are relevant 
and material to the above specified grounds upon which 
it is proposed to refuse to approve the application. The 
Food and Drug Administration of the Department of 
Health, Education and Welfare will also be permitted to 
produce evidence and argument relevant to such grounds. 
The date of the hearing will be announced when the ap- 
plicant’s written appearance is filed. 


Done at Washington, D. C. this 19th day of July, 1963. 


Wixton B. Rankin 
Assistant Commissioner of Food and Drugs 
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Statement of Material Facts as to Which There is 
No Genuine Issue 
UNITED STATES DISTRICT COURT 
ror THE District or CoLUMBIA 
Civil Action No. 3626-69 


——————— 


Murray Israzz, M.D., et al. 
Plaintiffs, 
vs. 


Baxrer Lasoraroriss, Inc., et al., 


Defendants. 


— 


1. Cothyrobal is a drug developed by Dr. Murray Israel, 


plaintiff herein, and is a ‘‘new drug’’ under the provisions 
of Section 201(p) of the Federal Food, Drug and Cos- 
metic Act, 21 USC §321(p). Section 505(a) of the Act, 
21 USC §321(p). Section 505(a) of the Act, 21 USC 
§ 355(a), prohibits the distribution or marketing of a 
“new drug’? in interstate commerce unless approved by 
the Food and Drug Administration (FDA). 


2, On November 18, 1957 a new drug application (NDA) 
for the drug Cothyrobal was submitted to the FDA by 
Brewer and Co., not a party to this action. This NDA 
11-131 was withdrawn by the applicant on November 14, 
1960. 


3. A new drug application for Cothyrobal, NDA 13- 
118, was submitted to FDA on September 6, 1961 by 
Vascular Pharmaceutical Co., Inc. FDA refused to file 
the application on grounds that it was incomplete. How- 
ever, upon the written request of Vascular, NDA 13-118 
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Statement of Material Facts as to Which There 1s 
No Genuine Issue 


was filed over protest. Vascular was notified on July 
19, 1963 that pursuant to §505(c) of the Act, 21 USC 
355(c), the Federal Food and Drug Commissioner (Com- 
missioner) proposed to issue an order refusing to ap- 
prove NDA 13-118 on the (2) grounds that the applica- 
tion was incomplete and inadequate. (Gov’t Hx. No. 4.) 
Vascular was informed of its right to a hearing, and 
by letter dated July 30, 1963, elected to avail itself of 
this opportunity. The hearing commenced on November 
18, 1963, but in its second day, Vascular, through its 
attorney, moved to withdraw NDA 13-118 without preju- 
dice to the filing of an NDA at a later time. The Deputy 
Commissioner of FDA, acting for the Commissioner, or- 
dered that NDA 13-118 be considered withdrawn without 
prejudice. (Ex. A to Gov’t Ex. No. 1.) 


3. On December 26, 1963, Vascular submitted another 
NDA for Cothyrobal, later numbered 15-497. Defendant 
Dr. Finkel, in a letter to Vascular dated June 15, 1964 
(Ex. B of Gov’t Ex. No. 1),* set forth the inadequacies 
of this NDA and informed Vascular that it would not be 
filed. On July 29, 1964, Vascular withdrew NDA 15- 
497. 


4. Vascular, by letter dated April 16, 1968, resubmitted 
and reactivated NDA 15-497. FDA again refused to file 
the application and informed Vascular of the inadequacies 
in a letter dated September 6, 1968. Vascular disputed the 
findings, requested that the application be filed over pro- 
test, and also requested a hearing. The Commissioner 
informed Vascular on October 18, 1968 that a Notice of 


* Dr. Finkel’s statement on p. 4 of her affidavit stating that 
this letter was sent on June 13, 1964, is an obvious typographical 
error. 
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' Opportunity for Hearing on the Commissioner’s proposal 
' to refuse approval of NDA 15-497 would be published in 
: the Federal Register in the near future. This was done 
i on January 8, 1969 (Baxter’s Ex. B), and a copy of 
this notice was mailed to Vascular on January 14, 1969. 
' FDA was informed, on Januaray 27, 1969, that Dr. Israel 
' and Vascular had assigned their interests in Cothyrobal 
to Edison Pharmaceutical Co. (Edison), a plaintiff herein. 
On February 6, 1969, Vascular and Edison requested a 
i hearing, which was set for May 19, 1969 with a (3) pre- 
hearing conference to be held beginning April 23, 1969. 
(Baxter’s Ex. C.) Nevertheless, in a letter dated April 
22, 1969, Vascular and Edison officially withdrew without 
prejudice all NDA’s relevant to their drug Cothyrobal, 
and elected not to appear at the hearing. (Baxter’s Ex. 
D.) On April 28, 1969, the Hearing Examiner ordered 


that NDA 15-497 be considered withdrawn from filing 
without prejudice (Baxter’s Ex. BE). 


5. A new NDA for Cothyrobal was submitted by Edi- 
son on June 12, 1969. A letter was sent to the applicant 
on December 1, 1969, by Dr. John Jennings, Acting Di- 
rector, Bureau of Medicine, detailing the deficiencies of 
the application. 

Tomas A. FLANNERY 
United States Attorney 


Josenn M. Hannon 
Assistant United States Attorney 


Rosgest S. Ranxrn, Jz. 
Assistant United States Attorney 
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Plaintiffs’ Answer to the Motion of Defendant 
Marion Finkel, M.D., to Dismiss, or, in the 
Alternative, for Summary Judgment 


UNITED STATES DISTRICT COURT 


For tHE Disrricr of CoLuMBIA 


[Same Trrte] 


Pursuant to Rules 12(b) and 56 of the Federal Rules of 
Civil Procedure, plaintiffs hereby answer the motion of 
defendant, Marion Finkel, M.D. (hereinafter referred to as 
“Finkel’’), to Dismiss, or, in the Alternative, for Summary 
Judgment, as follows: 


1. The complaint does state a claim upon which 
relief can be granted on the ground that the cases 
cited by defendant, Finkel, holding that a federal 
official cannot be held personally liable in damages 
for discretionary acts committed within the general 
scope of his official duties are not authority for Dis- 
missal or for Summary Judgment herein because 
those cases are clearly distinguishable on the facts 
from the instant case and, furthermore, the case at 
hand cannot be decided on a Summary Judgment 
motion until the Court has knowledge of the exact 
nature of the defendant’s action and the precise 
scope of her official duties as enunciated in Kletschka 
v. Driver, 411 F. 2d 486 (CA 2—1969). 


2. The complaint states a claim upon which in- 
junctive relief can be granted and, therefore argu- 
endo, while a federal official might not be held per- 
sonally liable in damages for discretionary acts com- 
mitted within the general scope of his official duties, 
this does not extend to action (2) for declaratory and 
injunctive relief against either a government agency 
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Alternative, for Summary Judgment 


or a public official. Joint Anti-Fascist Refuge Com- 
mittee v. McGrath, 341 U.S. 123 (1951); B.C. Morton 
International Corporation v. Federal Deposit Insur- 
ance Corporation, 305 F. 2d 692 (CA 1—1962). 

3. The complaint does state a claim upon which 
relief can be granted on the grounds that the cases 
upon which defendant rely, principally, United Mine 
Workers v. Pennington, 381 U.S. 657 (1965) ; East- 
ern Ratlroad Presidents’ Conference v. Noerr Motor 
Freight Inc., 365 U.S. 127 (1961) ; Parker v. Brown, 
317 U.S. 341 (1943) ; and U. S. v. Rock Royal Co-op., 
307 U.S. 533 (1939) are not authority for Dismissal 
or for Summary Judgment herein because said cases 
are clearly distinguishable on the facts from the 
instant case and, furthermore, the case at hand 
specifically comes within the exceptions set forth 
in those cases and falls outside the protective perim- 
eter enunciated recently in Whitten v. Paddock Pool 
Builders, Inc., 38 L.W. 2535 (March 25. 1970). 


Wuererore, Plaintiffs respectfully request that the mo- 
tion of defendant, Finkel, for an Order Dismissing the 
Complaint, or for Summary Judgment, be denied in all 
respects, 


Dated: May 15, 1970 


Marraew J. Farrer, Esq. 
905 Sixteenth Street, N.W. 
Washington, D. C. 20006 
(202) 638-3331 


Howarp F. Cerny, Esq. 
345 Park Avenue 
New York, N. Y. 10022 
(212) 688-0700 
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Statement of Material Facts in which Plaintiffs 
Claim there Exists Genuine Issue 


UNITED STATES DISTRICT COURT 


For rHEe Districr or COLUMBIA 
[Same TrrtE] 


In answer to the Motion of Defendant, Finkel, for an 
Order Dismissing the Complaint or For Summary Judg- 
ment filed herein and pursuant to Rule 9(h) of the Rules 
of the Court, plaintiffs set forth the following material 
facts as to which they contend there exists genuine issue: 


1. On November 21, 1963 the hearing on New Drug 
Application (“‘N.D.A.”’) No. 13-118 was terminated follow- 
ing an agreement between plaintiff and counsel for the 
Government, concurred in by members of the staff of the 
Food and Drug Administration (‘‘F.D.A.’’), that Vascular 
Pharmaceutical Company, Inc. would withdraw N.D.A. 
No. 13-118 without prejudice to the filing of another new 
application relating to Cothyrobal, after cooperation and 
consultation between the parties to the hearing for the 
purpose of clarifying the particular information which the 
F.D.A. would require in order to evaluate the safety and 
effectiveness of Cothyrobal. Counsel for the Government 
indicated at that time that any further application would 
‘be evaluated fairly and without prejudice to the parties’’. 
(A True copy of the Proceeding of November 21, 1963, is 
attached hereto as ‘Exhibit A.’’) 


2. As set out in the complaint herein, defendants con- 
spired to so influence the F.D.A. as to render any further 
N.D.A. filing for Cothyrobal worthless, because of a preju- 
dice developed within the F.D.A. as a direct result of the 
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Statement of Material Facts in which Plaintiff's Claim 
There Exists Genuine Issue 


conspiracy. (A detailed analysis of defendants’ con- 
spiracy and its effect on the actions taken by F.D.A. is 
| get out in the statement by (2) Senator Long of Missouri, 
printed in the Congressional Record of September 20, 
1968; attached hereto as ‘‘Exhibit B’’,) 


Dated: May 15th, 1970. 


Respectfully submitted, 


Marrsew J. Fareser, Esq. 
905 Sixteenth Street, N.W. 
Washington, D. C. 20006 
Telephone: (202) 638-3331 


Howagp F. Cerny, Esq. 
345 Park Avenue 
New York, N. Y. 10022 
Telephone: (212) 688-0700 


Attorneys for Plaintiffs 
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Motion of Defendant Kritchevsky to Dismiss or 
for Summary Judgment 


UNITED STATES DISTRICT COURT 


FoR THE District oF COLUMBIA 


[Same Trrie] 


Pursuant to Rules 12(b) and 56 of the Federal Rules 
of Civil Procedure, defendant David Kritchevsky moves 
for an order quashing service of process and dismissing 
the complaint as to him, or for summary judgment. The 
grounds for this motion are as follows: 


1. The Court lacks jurisdiction over the person of de- 
fendant Kritchevsky. 


2. There has been no valid service of process served 
upon defendant Kritchevsky. 


3. There has been no valid process served upon de- 
fendant Kritchevsky. 


4. The complaint fails to state a claim upon which 
relief can be granted in that the conduct complained of 
does not, under the holdings of Eastern Railroad Presi- 
dents Conference v. Noerr Motor Freight, Inc., 365 U.S. 
127 (1961), and United Mine Workers of America v. Pen- 
nington, 381 U.S. 657 (1965), violate the federal antitrust 
laws. 


5. The complaint fails to state a claim upon which 
relief can be granted in that it does not allege any injury 
to plaintiffs by reason of any conduct of defendants. 
Plaintiffs are prohibited by law from making interstate 
sales of their (2) drug Cothyrobal until a new drug applica- 
tion with respect to it has been approved by the Food and 
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Motion of Defendant Kritchevsky to Dismiss or 
for Summary Judgment 


' Drug Administration, and the complaint does not allege 
‘ that any new drug application for Cothyrobal is entitled 
to any such approval. Plaintiffs have not exhausted their 
administrative remedies with respect to Cothyrobal. 


Respectfully submitted, 


Henry T. RatHsun 
Max O. Trurrt, JR. 
900 17th Street, N.W. 
Washington, D.C. 20006 
Tel. No.: 296-8800 
Counsel for defendant 
David Kritchevsky 


Of Counsel: 
Raymonp C. Crzvencer, III 
Dante, Marcus 
Wuaer, Curter & PicKEsrve 
900 17th Street, N.W. 
Washington, D.C. 20006 


May 4, 1970 
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Statement of Material Facts as to which Defendant 
Kritchevsky Contends there is no Genuine Issue 


UNITED STATES DISTRICT COURT 


FOR THE DistTRICT OF CoLuUMBIA 


(Same Trrte] 


In support of his Motion to Dismiss or for Summary 
Judgment filed herewith, and pursuant to Rule 9(h) of 
the Rules of this Court, defendant Kritchevsky sets forth 
the following material facts as to which he contends there 
is no genuine issue. 


1. No summons and complaint has been served upon 
defendant Kritchevsky within the District of Columbia. 


2. On April 6, 1970, the United States Marshal de- 
livered a copy of the summons and complaint to defendant 
Kritchevsky in Philadelphia, Pennsylvania. 


3. Defendant Kritchevsky adopts the statements in 
paragraphs 1 through 5, and the exhibits thereto, of the 
Statement of Material Facts filed herein by defendants 
Baxter Laboratories, Inc. and Travenol Laboratories, Inc. 


Respectfully submitted, 


Henry T. Rarosun 
Max O. Trurrr, JE. 
900 17th Street, N.W. 
Washington, D.C. 20006 
Tel. No.: 296-8800 
Counsel for defendant 
Of Counsel: David Kritchevsky 
Rayrmonp C. Crevencer, ITI 
Danie, Marcus 
Wuaer, Courter & PicKERINc 
900 17th Street, N.W. 
Washington, D.C. 20006 


May 4, 1970 
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Plaintiffs’ Answer to the Motion of Defendant 
Kritchevsky to Quash Service of Process, to 
Dismiss or for Summary Judgment 


UNITED STATES DISTRICT COURT 


For tae District or CoLuMBIA 
(Same Trriz] 


Pursuant to Rules 12(b) and 56 of the Federal Rules of 
‘ Civil Procedure, plaintiffs hereby answer the motion of 
defendant Kritchevsky for an Order quashing service of 
process and for dismissing the Complaint and For Summary 
Judgment as follows: 


1. Jurisdiction has been obtained over the person of 
defendant Kritchevsky inasmuch as he resided and trans- 
acted business in the District of Columbia and while a 
servant, agent and/or employee of the defendant Baxter, 
: participated in the District of Columbia in the conspira- 
torial acts alleged herein, which are of a continuing nature, 
. with defendants Travenol, Finkel and Baxter. 


2. Service of process by the Deputy Marshal upon the 
defendant Kritchevsky in the State of Pennsylvania was 
valid for reasons aforestated, and jurisdiction was there- 
by obtained over said defendant in this matter. 


(2) 3. Process served by the Deputy Marshal upon the 
defendant Kritchevsky in the State of Pennsylvania in this 
matter was valid for reasons set forth in (1) above, and 
jurisdiction over said defendant herein was thereby ob- 
tained. 


4. The complaint does state a claim upon which relief 
. ean be granted on the grounds that the two cases on which 
| defendant relies namely, Hastern Railroad President’s 
' Conference v. Noerr Motor Freight, Inc., 365 U.S. 127 
(1961), and United Mine Workers of America v. Penning- 
ton, 381 U.S. 657 (1965), are not authority for dismissal or 
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Plaintiffs’ Answer to the Motion of Defendant Kritchevsky 
to Quash Service of Process, to Dismiss or for 
Summary Judgment 


summary judgment herein because said two cases are 
clearly distinguishable on the facts from the instant case 
and furthermore, the case at hand specifically comes within 
the exceptions set forth in said two cases and falls outside 
the protected perimeter enunciated recently in Whitten v. 
Paddock Pool Builders, Inc. 38 L.W. 2534 -Mareh 25, 
1970). 


5. The complaint states a claim upon which injunctive 
relief and damages can be granted in that it alleges injury 
to plaintiffs by reasons of being denied fair opportunity for 
a hearing and an impartial and objective decision by the 
Food and Drug Administration by the direct action of 
defendant Kritchevsky in conspiring with others to pre- 
vent such hearing and decision. The claim for relief is 
founded in part on the conduct of defendants within the 
requirements of Radovich v. National Football League, 352 
U.S. 445 (1957), Radiant Burners v. Peoples Gas, Light 
and Coke Co., 364 U.S. 656 (1961), in so far as the general 
public is concerned; and Karseal Corp. v. Richfield Oil 
Corp., 221 F. 2d 358 (1955), with respect to individuals, 
such as plaintiffs, herein are concerned and which has 
caused serious and extensive injuries and resulting damage. 


(3) Wuenzrort, plaintiffs respectfually request that the 
Motion of defendant Kritchevsky for an Order Quashing 
Service of Process and Dismissing the Complaint or For 
Summary Judgment be denied in all respects. 


Martruew J. Farrer, Esq. 
905 Sixteenth Street, N. W. 
Washington, D. C. 20006 

Telephone: 638-3331 


Howarp Cerny, Esq. 
345 Park Avenue 
New York, New York 10022 
Telephone: (212) 688-0700 
Date: May 25, 1970 Attorneys for Plaintiffs 
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Statement of Material Facts in which Plaintiffs 
Claim there Exists Genuine Issue 


UNITED STATES DISTRICT COURT 


For rae Disreicr or CoLuMBIA 
[Same Trrzz] 


In answer to the Motion of Defendant David Kritchev- 

sky (hereinafter referred to as “‘Kritchevsky’’) for an 

Order Quashing Service of Process and Dismissing the 

' Complaint or For Summary Judgment filed herein and pur- 

suant to Rule 9(h) of the Rules of the Court, plaintiffs set 

for the following material facts as to which they contend 
there exists genuine issue: 


1. Defendant Kritchevsky admits that the United States 
' Marshal delivered a copy of the summons and complaint to 
him in Philadelphia, Pennsylvania on April 6, 1970. By 
virtue of this service of process, jurisdiction over the per- 
son of said defendant has been validly and properly ob- 
tained, inasmuch as he resided and transacted business in 
the District of Columbia, and while a servant, agent and/or 
employee of the defendant Baxter, participated in the Dis- 
trict of Columbia, in the conspiratorial acts alleged herein, 
which are of a continuing nature, with defendants Travenol, 
Finkel and Baxter. 

Furthermore, during the period here involved, defend- 
ant Kritchevsky was employed at Hahnemann Medical Col- 
lege in Philadelphia, (2) which College was engaged by de- 
fendant Baxter in assisting it to obtain approval for 
Choloxin, a competing drug, the application for which was 
being acted upon by defendant Finkel. Simultaneously 
defendants Kritchevsky was receiving an annual stipend 
from, and was a stockholder of, the defendant Baxter, and 
in addition and at the same time, defendant Kritchevsky 
was employed by the defendant Finkel on behalf of the 
¥.D.A., as a witness and consultant to support her position 
against the Cothyrobal application, all of which is in vio- 
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lation of the Conflicts of Interest Law (18 U.S.C. Sec. 201- 
224). 


2. On November 21, 1963 the hearing on New Drug 
Application (‘‘N.D.A.”’) No. 13-118 was terminated follow- 
ing an agreement between plaintiff and counsel for the 
Government, concurred in by members of the staff of the 
Food and Drug Administration (‘‘F.D.A.’’), that Vascular 
Pharmaceutical Company, Inc. would withdraw N.D.A. No. 
13-118 without prejudice to the filing of another new appli- 
cation relating to Cothyrobal, after cooperation and con- 
sultation between the parties to the hearing for the purpose 
of clarifying the particular information which the F.D.A. 
would require in order to evaluate the safety and effective- 
ness of Cothyrobal. Counsel for the Government indicated 
at that time that any further application would ‘‘be evalu- 
ated fairly and without any prejudice to the parties.’ (See 
Exhibit A of Plaintiffs’ answer to the Motions of defend- 
ants Baxter and Travenol.) 


3. As set out in the complaint herein defendants con- 
spired to so influence the F.D.A. as to render any further 
N.D.A. filing for Cothyrobal worthless, because of a preju- 
dice developed within the F.D.A. as a direct result of the 
conspiracy. (A detailed analysis of defendants’ conspiracy 
and its effect on the actions taken by F.D.A., is set out in 
the statement made by Senator Long of Missouri, printed 
in the Congressional Record of September 20, 1968.) 


(3) 4. More particularly, the conduct of defendant 
Kritchevsky in corsort with other defendants herein, re- 
sponsible for plaintiffs inability to prepare and process 
a New Drug Application (‘‘N.D.A.’’) for Cothyrobal and 
to have a fair opportunity for a hearing and an impartial 
and objective decision, consists of, but is not limited to 
the following acts: 


a.) revocation of the Cothyrobal investigational 
exemption (IND), which is a drastic measure pre- 
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cluding on-going accumulation of evidence necessary 
to support, perfect and prove the merits of the drug 
involved; and 


b.) after precluding plaintiffs from accumulating 
more evidence of Cothyrobal’s merits, by revoking 
the IND as aforestated, defendant Kritchevsky, in 
conjunction with the other defendants herein, applied 
a double standard in favor of defendant Baxter’s 
competing drug and to the detriment of plaintiffs 
Cothyrobal in demanding certain evidence in sup- 
port of the latter which was incapable of achieve- 
ment in view of the said revocation and which was 
not required of defendant Baxter’s application for 
Choloxin; and 


ce.) further, by virtue of the conduct and con- 


spiracy of defendants, which included defendant 
Kritchevsky, plaintiffs were denied an opportunity 
to (4) review and rebut, if necessary, opinions of 
defendant Kritchevsky and others in connection with 
plaintiffs N.D.A. for Cothyrobal, in that such 
opinions were either never set forth in writing, or 
if written, were not made available to plaintiffs. 


Respectfully submitted, 


Marrsew J. Fazrser, Esq. 
905 Sixteenth Street, N. W. 
Washington, D. C. 20006 

Telephone: 638-3331 


Howarp Czrny, Esq. 
345 Park Avenue 
New York, New York 10022 
Telephone: (212) 688-0700 
Attorneys for Plaintiffs 
Date: May 25, 1970 
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Court’s Finding of Facts and Conclusions of Law 
[Rzporrer’s TRANSCRIPT Paces 2-3] 


(2) The Court: The Court feels (1) that so far as 
the antitrust aspects of the complaint are concerned, this 
ease comes under the holding of Eastern Railroad Presi- 
dent’s Conference versus Noerr Motor Freight, Inc., 395 
US 127; that it does not come within the exception of 
Whitten versus Paddock Pool Builders, Inc., decided by 
the First Cireuit—somebody have a cite for that other 
than the Law Week? 

Mr. Truitt: Ihave the Trade Regulations Report, your 
Honor. 

The Court: Well, it was decided March 25, °70. In 
the Whitten versus Paddock Pool, it involved the efforts 
of the manufacturer to sell a product to the Government 
and that was deemed to take the matter out of the applica- 
tion of the Noerr doctrine. Here, no such thing is in- 
volved. 

Also, it seems perfectly clear that the Plaintiffs in 
this case have not exhausted their administrative remedies 
and we have no idea whether if they pursued their admini- 
strative remedies, whether their application for new drug 
would be approved or disapproved, no idea at all. 

Insofar as Dr. Finkel is concerned, there is an addi- 
tional reason to grant relief and that is that she is 
immuned from a suit for damages from actions involved 
in the line (3) of duty and because of immunity in her 
actions—official actions, it is a part of the Government 
agency. 

So for the reasons given, the motions to dismiss as 
to all three Defendants will be granted. Since the motions 
to dismiss are granted, the Court will simply consider the 
motions for summary judgment as moot and deny the 
same without prejudice, should the Court of Appeals see 
fit to reverse me and send that back for consideration. 

Now has anybody got a question? 
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Mr. Truitt: Your Honor, you said the motions to 
dismiss on behalf of all three Defendants. 

The Court. Four Defendants. 

Mr. Truitt: Four Defendants, that’s my only question. 

The Court: All four Defendants. 

Mr. Truitt: Would you like an order prepared? 

The Court: I certainly would. 

Mr. Truitt: Very well, sir. 

The Court: All right, thank you. 

Mr. Truitt: Thank you, your Honor. 


(Whereupon, case concluded at 3:49 p.m. and Court 
adjourned.) 

. * * 

I, Verwert A. MarsHaty. do hereby certify that the 
‘above and foregoing typewritten record is the official 
transcript of the Court’s finding of facts and conclusions 
of law in the subject proceedings. 


VERNELL A. MaRsHALL 
Official Reporter 
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Order Appealed From 


UNITED STATES DISTRICT COURT 


FoR THE District or CoLUMBIA 


(Same Tire] 


This cause came on to be heard on the motions of all 
defendants for dismissal of the complaint or for summary 
judgment, and upon the memoranda in support of and in 
opposition to such motions, and was argued by counsel. 
Upon consideration thereof, it is by the Court this 6th day 
of July, 1970 


ORDERED, 


1. That the aforesaid motions to dismiss the complaint 
are granted and the complaint be and it is hereby dismissed 
as to all defendants; 


(2) 2. That the motions for summary judgment, being 
moot, are denied without prejudice. 
Juvez Georce L. Hart, Jr. 
No objection as to form 


Howarp Cerny, Esq. 
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Notice of Appeal 
UNITED STATES DISTRICT COURT 


For THE Disrricr or CoLUMBIA 
Civil Action No. 3626-69 


Ee 


Murray Israzrt, M.D. and Vascutar PHARMACEUTICAL 
Company and Epison PHarmacevricaL Company, 
Plaintiffs, 
v. 


‘Baxrer Lazonarorres, Inc. and Travenot Lasoratories, Inc. 
and Marton Fixxet, M.D. and Davm Karronevsxy, M.D., 
Defendants. 


$$ ——_ << —_ 


Notice is hereby given that plaintiffs above named 
‘hereby appeal to the United States Court of Appeals for the 
District of Columbia Circuit from the Order Dismissing 
the Complaint entered in this action on the 6th day of 
July, 1970. 


Dated: August 5, 1970 


Marrnew J. FarRser 
Suite 310 
905 Sixteenth Street, N. W. 
Washington, D. C. 20006 


Murray ISRAEL, M.D. ET ‘Bay APPELLANTS 
‘BAXTER LABORATORIES, INC, ET AL, APPELLEES — 


Appeal-from the United: States District Court 
for the District of. Columbia 


Taomas “A. -FLANNERY, 
United States Attorney. 
JOHN. A, TERRY, 
JOSEPH MM.“ HANNON, 
Ropert S. RANKIN,- JE., 
JULIUS Al JOHNSON, 
Assistant. United ‘States Attorneys. 


G.A. No. 8626-69 ie 


bevy aS 


Z for the Ste x = Cent 


JAN 13:1971 


Im 


ISSUE PRESENTED * 


In the opinion of appellee Finkel, the following issue 
is presented: 


Was dismissal of the complaint by the District Court 
proper on the ground that it failed to state a claim for 
which relief could be granted where appellants sought 
damages and injunctive relief for an alleged conspiracy 
in violation of the anti-trust laws against appellee Finkel, 
a public official, among others, for acts committed within 
the scope of her authority for which she had official 
immunity? 


* This case has not previously been before this Court. 


Counterstatement of the Case —.-...-....----------------———-—— 
Argument: 
Dismissal of the complaint against appellee Finkel 


B. The acts of appellee Finkel were within the scope 
of her authority and she was therefore immune to 


 ———— 


. Injunctive relief should ae be granted to restrain 
appellee Finkel from performing acts within the 
scope of her official authority —.-——-—--------------- 


Conclusion. -.......-...---.----c-—w-n-n=:-neneeenenemeenen 
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FOR THE DISTRICT OF COLUMBIA CIRCUIT 
No. 24,622 


Murray IsRAEL, M.D., ET AL., APPELLANTS 
v 


BAXTER LABORATORIES, INC., ET AL., APPELLEES 


Appeal from the United States District Court 
for the District of Columbia 


BRIEF FOR APPELLEE MARION J. FINKEL 


COUNTERSTATEMENT OF THE CASE 


Appellants brought this action for damages and in- 
junctive relief in the United States District Court against 
appellee Marion J. Finkel, M.D., Director, Division of 
Metabolism and Endocrine Drugs, Office of New Drugs, 
United States Food and Drug Administration, and others 
(Baxter Laboratories, Inc. (Baxter), Travenol Labora- 
tories, Inc. (Travenol), David Kritchevsky, M.D., ap- 
pellees herein) for alleged conspiracy in violation of fed- 
eral and state anti-trust laws. 

The action related to a drug, Cothyrobal, allegedly de- 
veloped by appellant Murray Israel, M.D., formerly man- 
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ufactured and sold by appellant Vascular’s Pharmaceuti- 
eal Co. (Vascular), and now under the control of Vas- 
cular’s successor in interest, appellant Edison Pharmaceu- 
tical Co. (Edison). Appellants alleged that since about 
1962 appellees have acted or have conspired to act in a 
manner, violative of anti-trust laws, to prevent the drug 
Cothyrobal “from gaining approval, acceptance and/or 
clearance, for interstate shipment and sale’ from the 
Food and Drug Administration (FDA). (J.A. 4). Ap- 
pellees moved to dismiss the complaint or for summary 
judgment. Appellee Finkel based the motion to dismiss on 
the ground that the complaint stated no legally cognizable 
claim since during the period cited in the complaint, she 
was acting within the scope of her official duties as an 
officer of FDA, and thus immune to suit for personal 
damages and injunctive relief for acts committed in pur- 
suance of those official duties? (J.A. 29-47). Appellants 
responded to all motions (J.A. 21, 48, 55) and following 
a hearing on July 8, 1970 before Judge George L. Hart, 
Jr., the motions to dismiss were granted on the grounds 
provided by appellees that (1) under the Noerr? doctrine 
there was no conduct violative of the federal anti-trust 
laws, (2) plaintiffs had failed to exhaust their adminis- 
trative remedies, and (3) in any event, appellee Finkel 
was immune to a suit of this nature for her official 
acts. (JA. 60-61). An order dismissing the complaint 
(and denying without prejudice the motions for summary 
judgment because of mootness) was entered July 6, 1970, 
and this appeal ensued (J.A. 63). 


1 Appellee Finkel’s official actions with regard to appellants’ effort 
to obtain approval of Cothyrobal are set out in connection with 
our argument, infra, pp. 6-11. 


2 Bastern Railroad Presidents Conference v. Noerr Motor Freight, 
Inc., 365 U.S. 127 (1961). 
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ARGUMENT 


Dismissal of the complaint against appellee Finkel 
was proper. 


Appellants contend that the District Court erred in 
holding that appellee Finkel acted within the scope of 
her official duties, and was thus immune from liability, 
and (2) even assuming she acted within the scope of her 
office, official immunity could not prevent suit where 
declaratory or injunctive relief is sought. (Appellants’ 
brief, Arg. IV., pp. 22-28). We view the District Court 
action as correct. 


A. The Official Immunity Doctrine 


It has long and consistently been held in decisions of 
the Supreme Court that a federal official cannot be held 
personally liable in damages for discretionary acts com- 
mitted within the general scope of official duties. Kendall 
v. Stokes, 44 U.S. (8 How.) 87 (1845); Bradley v. 
Fisher, 80 U.S. (18 Wall.) 385 (1871) ; Spalding v. Vilas, 
161 U.S. 488 (1896); Alzwa v. Johnson, 231 U.S. 106 
(1913) ; Yaselli v. Goff, 275 U.S. 508 (1927), affirming 
per curiam, 12 F.2d 396 (2d Cir. 1926); Tenney v. 
Brandhove, 341 U.S. 367 (1950). Barr v. Matteo, 360 
U.S. 564 (1958) ; Howard v. Lyons, 360 U.S. 593 (1958). 
This immunity doctrine protects Government officers 
upon an essential public policy consideration, namely, 
the encouragement of Government officers to perform 
their official duties unflinchingly, without any fear as to 
the possible hazards and burdens of a vindictive lawsuit 
(including the uncertainties of a jury trial), in which 
they would have to defend their judgment at the peril 
of substantial damages against them personally. Barr v. 
Matteo, supra* 


3In Barr v. Matteo, the Supreme Court adopted the views of 
Judge Learned Hand in Gregoire v. Biddle, 177 F.2d 579 (2d Cir. 
1949), cert. denied, 389 U.S. 949 (1950), and it stated inter alia, 
supra at 569-571: 


[Footnote continued on page 4] 
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Official immunity extends to very minor Government 
officers who exercise some judgment and discretion “in 
line of official duty.” E.g., Barr v. Matteo, supra; 
Howard v. Lyons, supra; Spalding v. Vilas, supra; Poss 
v. Leiberman, 299 F.2d 358 (2nd Cir.), cert. denied, 370 
U.S. 944 (1962); Sauber v. Gleidman, 288 F.2d 941 
(7th Cir. 1960), cert. denied, 366 U.S. 906 (1961) ; 
Papagianakos v. S.S. Samos, 186 F.2d 257 (4th Cir. 
1950), cert. denied, 341 U.S. 921 (1951); Cooper v. 
O'Connor, 69 U.S. App. D.C. 100, 99 F:2d 135, cert. 
denied, 305 U.S. 648 (1938). 

As stated in Barr v. Matteo, supra, to render the doc- 
trine applicable, it is enough that the acts of such a 
Government officer related to “matters committed by 
law to his control or supervision,” Id. at 573. Only where 
the Government officer acts completely without authoriza- 
tion of law or authority does he act outside “the perim- 


3 [Continued] 


The law of [absolute] privilege as a defense by officers of gov- 
ernment to civil damage suits for defamation and kindred torts 
has in large part been of judicial making, although the Consti- 
tution itself gives an absolute privilege to members of both 
Houses of Congress in respect to any speech, debate, vote, 
report, or action done in session (footnote omitted). * * * * 


The reasons for the recognition of the privilege have been 
often stated. It has been thought important that officials of 
government should be free to exercise their duties unembar- 
rassed by the fear of damage suits in respect of acts done in the 
course of those duties—suits which would consume time and 
energies which would otherwise be devoted to governmental 
service and the threat of which might appreciably inhibit the 
fearless, vigorous, and effective administration of policies of 
government. * * * * 


The privilege is * * * but an expression of a policy de- 
signed to aid in the effective functioning of government. The 
complexities and magnitude of governmental activity have 
become so great that there must of necessity be a delegation 
and redelegation of authority as to many functions, and we 
cannot say that these functions become less important simply 
because they are exercised by officers of lower rank in the 
executive hierarchy (footnote omitted). 
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eter” of his “line of duty” so as to make the absolute 
“official immunity” doctrine inapplicable. Id. at 575. 

As for the nature of the judgment “in line of duty” 
which brings the doctrine into operation, it is clear that 
it applies to the exercise of discretionary authority. 
Barr v. Matteo, supra at 575; Ove Gustavsson Contract- 
ing Co. v. Floete, 299 F.2d 655, 659 (2d Cir. 1962), 
cert. denied, 874 U.S. 827 (1963) .* 

Allegations against the Government official and others 
of conspiracy to restrain trade in violation of the Sher- 
man Act (15 U.S.C. §1, et seg.) would not suffice to 
remove the case from operation of the immunity rule. 
S & S Logging Co. v. Barker, 366 F.2d 617 (9th Cir. 
1966) > 

Thus, Government officials have an absolute privilege 
and immunity against suits for damages against them 
arising out of actions taken by them within the outer 
perimeter of their line of duty despite allegations of 
malice or conspiracy in the complaint. 


+See Norton v. McShane, 382 F.2d 855 (5th Cir. 1964). 


5 It is well-settled that the application of the “official immunity” 
doctrine is not affected by allegations in the complaint of “malice,” 
or “conspiracy,” or similar terms. See Barr v. Matteo, supra, 
(malice); Norton v. McShane, supra note 4, at 857 (malicious 
arrest, abuse mistreatment, and conspiracy) ; Gager V. “Bob Seidel,” 
112 U.S. App. D.C. 185, 140, 300 F.2d 727, 782, cert. denied, 370 
U.S. 959 (1962) (conspiracy) ; Ove Gustavsson Contracting Co. v. 
Floete, supra, 299 F.2d at 657-659 (wilfully, maliciously with intent 
to harm and injure); Bershad v. Wood, 290 F.2d 714, 715-519 
(9th Cir. 1961) (malice) ; DeBusk v. Hardin, 212 F.2d 148, 147 (5th 
Cir. 1954) (malicious acts and conspiracy); Gregoire v. Biddle, 
supra, 177 F.2d at 581 (maliciously and wilfully entering into a 
conspiracy) ; Laughlin v. Rosenman, 82 U.S. App. D.C. 164, 166, 
168 F.2d 838, 840 (1947) (knowingly, wilfully and maliciously par- 
ticipating in an unlawful conspiracy) ; Cooper v. O’Connor, supra, 
69 U.S. App. D.C. at 102, 99 F.2d at 187 (wanton, malicious and 
unlawful acts). 


B. The acts of appellee Finkel were within the scope of 
her authority and she was therefore immune to suit. 


The sale of new drugs is highly regulated by federal 
law, and detailed examinations of all new drug applica- 
tions must be made by the Food and Drug Administra- 
tion (FDA) to determine the safety and effectiveness of 
the drug prior to approval. The Federal Food, Drug and 
Cosmetic Act, 21 U.S.C. § 355(b), places the requirement 
on the applicdtien to show that the drug is safe and 
effective.® 


6 Section=505=osef The Federal Food, Drug, and Cosmetic Act, 
21 U.S.C. §355(a), provides that no person shall introduce or 
deliver for introduction into interstate commerce any new drug, 
unless an approval of an application pursuant to subsection (b) 

is effective with respect to such drug. The sections of 
the Act which relate to new drug applications as may be pertinent 
here are listed below: 


21 U.S.C. §321(p). (Definition of a “new drug.”) 
21 U.S.C. § 355. 


(a) Necessity of effective approval of application 

(b) Filing application: contents 

(c) Period of approval of application; period of notice, and 
expedition of hearing; period of issuance of order 

(a) Grounds for refusing application; approval of applica- 
tion; “substantial evidence” defined. 


* * * * 


(h) Appeal from order [Appeal from order refusing approval 
may be filed in U.S. court of appeals where applicant 
resides or has principal place of business or the U.S. 
Court of Appeals for the District of Columbia Circuit.] 


Applicable provisions in the Code of Federal Regulations are set 
out in the following sections: 


21 C.F-R. 130.1 Definitions and interpretations. 
180.4 Applications. 
130.5 Reasons for refusing to file applications. 
[130.5(d) Filing over Protest] 
130.6 Comment on applications [Inadequacy of Application] 
180.8 Withdrawal of applications without prejudice. 
130.11 Insufficient information in application. 
130.12 Refusal to approve the application. 
130.18 Prehearing and other conferences. 
130.26 Issuance of a Final Order. 
180.81 Judicial Review. 
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Dr. Finkel was employed by FDA in May of 1968 as 
2 medical officer in the Medical Evaluation Branch of the 
Division of New Drugs. Due to her specialization in 
metabolism and endocrine drugs, she was required to 
review drugs in that field, including all thyroid prepara- 
tions submitted as new drugs. All actions taken by Dr. 
Finkel in relation to the new drug applications for 
Cothyrobal, a thyroid preparation, were in accordance 
with the applicable regulations? and necessary for the 
proper execution of her duties as a FDA medical officer. 
(J.A. 31-32). An examination of the actions of Dr. 
Finkel with respect to the series of new drug applications 
submitted by appellants for the drug Cothyrobal plainly 
indicates that Dr. Finkel acted within the scope of her 
employment. 

In 1961, new drug application (NDA) 18-118 was 
submitted by Vascular and FDA, through the medi- 
cal officer then, refused to file it because of incomplete- 
ness* Upon the request of Vascular, it was filed over 
protest. (J.A. $2). On July 18, 1963 Vascular was noti- 
fied that a hearing commissioner proposed to issue an 
order refusing to approve NDA 18-118, and that there 
was a right to a hearing. The notice detailed the inade- 
quacies of the application (J.A. 39-44). Thus far, Dr. 
Finkel had not become involved with the Cothyrobal ap- 
plications. 

Although Dr. Finkel was employed by FDA in May 
of 1963, her first contact with Cothyrobal was in August 
or September of that year when she was asked to help 
prepare for the hearing which had been requested by 
Vascular. In so doing, she assisted in obtaining expert 
witnesses, one of whom was Dr. Kritchevsky, also appellee 
herein, who had an international reputation as an expert 
in cholesterol metabolism and experimental atherosclerosis. 


7 See note 6, supra. 


8 Previously NDA 11-311 regarding Cothyrobal was submitted (in 
1957) and withdrawn in 1960 (J.A. 45). All FDA actions relating 
to this application were taken prior to the employment of Dr. Finkel. 
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Dr. Finkel had never met Dr. Kritchevsky until Septem- 
ber 4, 1963, when he addressed a seminar at FDA. 
At that time he agreed to serve as an expert witness at a 
hearing concerning a drug containing thyroxine and 
Vitamin B,. However, the Cothyrobal new drug appli- 
cation was withdrawn during the second day of the hear- 
ing, and none of FDA’s expert witnesses, including Dr. 
Kritchevsky, had the opportunity to testify. (J.A. 32-33). 

A conference was held on December 26, 1968 in Dr. 
Finkel’s office at which time Dr. Finkel made detailed 
recommendations concerning the types of studies which 
would be required in order to establish the safety and 
efficacy of Cothyrobal. Dr. Israel left with Dr. Finkel 
another new drug application, NDA 15-497. Dr. Finkel 
anticipated the possibility of another hearing, and felt 
that it would be prudent to have the earlier witnesses 
serve as an ad hoc advisory committee to review 
Cothyrobal new drug applications and thus be prepared. 
(J.A. 83). Since the witnesses would now be considered 
consultants, they were required to fill out certain FDA 
forms. From the forms it was learned that Dr. Kritchev- 
sky owned 50 shares of stock in Baxter Laboratories, Inc., 
and for this reason he was considered ineligible to serve 
on the committee. (J.A. 34). 

On June 18, 1964, Dr. Finkel sent a letter to Vascular 
(Ex. B was attached to Gov't Ex. No. 1, Dr. Finkel’s 
affidavit—J.A. 31-86) in which she detailed the inade- 
quacies of NDA 15-497. The application was withdrawn 
on July 29, 1964. In his affidavit, Dr. Arthur Ruskin, 
who served as Dr. Finkel’s superior from 1963-1966, 
verified the fact that he was familiar with the work done 
by Dr. Finkel on NDA 13-118 and 15-497 and that it 
was within the scope of her employment. (J.A. 37 ). 

Following the withdrawal of NDA 15-497 in 1964, Dr. 
Finkel’s only dealings with appellants and the drug Cothy- 
robal were discussions at two meetings in early 1969. In 
July, 1966, Dr. Finkel had became Acting Director, Divi- 
sion of Metabolism and Endocrine Drugs, Officer of New 
Drugs, and in September, 1968 she became Director. A 
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meeting was held on January 27, 1969, at Vascular’s re- 
' quest, for the purpose of obtaining further details rele- 
vant to Cothyrobal and to advise FDA that Edison had 
' been assigned the interests of Dr. Israel and Vascular 
' in Cothyrobal. A meeting on February 28, 1969, was held, 
at the request of Edison, to discuss the possibility of set- 
- thing the Cothyrobal matter without a hearing. In at- 
- tendance at both meetings was Dr. William J. Gyarfas, 
who had been the Acting Director of the Office of New 
Drugs since August 7, 1968, and who was Dr. Finkel’s 
superior. (J.A. 35). In his affidavit, Dr. Gyarfas stated 
that the two meetings were attended by Dr. Finkel as 
part of her official duties as Director of Division of the 
Metabolism and Endocrine Drugs. (J.A. 38). 

As seen from her affidavit, Dr. Finkel was not involved 
with the hearing on Cothyrobal which was scheduled for 
May 19, 1969, but which was not held because of the 
prior withdrawal of NDA 15-497 by Vascular and Edi- 
son. (J.A. 35). Also she had not been involved with the 


new drug application submitted by Edison on June 12, 
1969, regarding which a letter detailing deficiencies was 
sent to Edison on December 1, 1969, (J.A. 47). Appel- 
lant’s complaint in the District Court was filed later the 
same month.’ 


® Although a series of applications for Cothyrobal has been sub- 
mitted to FDA from 1957-1969, at no time was the drug approved 
for interstate sale. Appellants have consistently been advised of the 
inadequacies of the applications (J.A. 31, 33, 89, 47 (notice in 
Federal Register) ) and have consistently failed to remedy the in- 
adequacies. In their complaint, appellants had urged that an unfair 
standard had been applied to Cothyrobal and that its safety and 
efficacy had been misrepresented. Since Dr. Finkel was at all times 
acting within the scope of her employment, the aforementioned alle- 
gations were improper. The proper party to complain against would 
have been the Federal Food and Drug Administration, but in light 
of the adequate remedy at law, the contentions would be unsustain- 
able. Before final denial of an application, the right to a full hearing 
is afforded the applicant. 21 C.F.R. §§ 130.17-130.22. Although 
requested on three occasions, appellants have always withdrawn their 
request prior to a full hearing. 21 U.S.C. §355(h) provides for 
appeal to the proper U.S. Court of Appeals from an adverse decision 
after hearing. See note 6, supra. Since there has never been an 
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As stated above and in Dr. Finkel’s affidavit (J.A. 31- 
36), all of Dr. Finkel’s dealings with Dr. Kritchevsky 
arose from the responsibilities of her position and were 
within the scope of her authority. Additionally it should 
be pointed out that her connections with appellee Baxter 
Laboratories, Inc., arose solely from her employment. 
Apart from minor labeling changes on another applica- 
tion in 1964 and several conferences on a proposed in- 
vestigational new drug, Dr. Finkel’s only dealings with 
Baxter concerned a new drug application for the drug 
Choloxin submitted in 1965. After reviewing the appli- 
cation, Dr. Finkel refused to permit it to be filed. Two 
years later, after the recommended steps had been taken, 
FDA finally approved the drug. At the same time, a 
drug named Atromid-S, submitted by Ayerst Co., was 
approved and it would be competitive with Choloxin 
(J.A. 35-86). 

In conclusion, the record clearly demonstrates that at 
all times pertinent here Dr. Finkel was discharging her 
specifically assigned duties. It is quite apparent that Dr. 
Finkel was acting within the scope of her official 
authority. 

In view of the fact that the matters complained of by 
appellants involved acts by a Government officer, re- 
quiring the exercise of some judgment and discretion 
within her “line of official duty”, dismissal of the action, 
for failure of the complaint to state any legally cog- 
nizable claim on which relief could be granted, was proper. 


adverse decision of this nature, appellants are not entitled to ques- 
tion the standards applied by FDA because of their failure to ex- 
haust administrative remedies. 


il 


C. Injunctive relief should not be granted to restrain 
appellee Finkel from performing acts within the 
scope of her official authority. 


Appellants also sought relief in the nature of a per- 
manent injunction, and claim now, conceding arguendo 
appellee Finkel’s official immunity, that such immunity 
is unavailing when injunctive or declaratory relief is 
demanded. (Appellant’s brief, pp. 26-28). We do not 
agree. It is well-settled that the United States is not 
subject to the anti-trust laws, and cannot be restrained 
from valid governmental action. See United Mine Work- 
ers v. Pennington, 381 U.S. 657, 671-672 (1965) ; East- 
ern Railroad Presidents Conference v. Noerr Motor 
Freight, Inc., supra, 365 U.S. at 135-187, and cases 
cited therein at n.15. As Dr. Finkel acted within the 
scope of her official duties as an officer of the United 
States, which we feel has been clearly established, she 
could not be restrained in their exercise.’ 


10 Appellants have asserted that appellee Finkel cannot claim 
official immunity even if she were acting within the scope of her 
authority. However, Joint Anti-Fascist Refugee Committee V. 
McGrath, 341 U.S. 128 (1951) from which they quote for support 
(Brief, pp. 27-28), makes the inapplicability of that case here 
apparent. There the Supreme Court in indicating declaratory and 
injunctive relief was available against a public officer as an in- 
dividual, found that the acts complained of were beyond the officer’s 
authority. Id. at 140. In the circuit case, B.C. Morton Int i 
Corp. Vv. Federal Deposit Insurance Corp., 305 F.2d 692 (1st Cir. 
1962), which appellant also relies on, the court merely refused to 
extend the immunity of public officials against civil damage suits, 
afforded by the Barr and Howard cases, to actions for declaratory 
and injunctive relief against a governmental agency. Id. at 696 
(emphasis added). Nothing there authorizes the requested relief 
here where a public official acted within her official duties. 
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CONCLUSION 


WHEREFORE, it is respectfully submitted that the judg- 
ment of the District Court should be affirmed. 


THoMAS A. FLANNERY, 
United States Attorney. 


JoHN A. TERRY, 
JOSEPH M. HANNON, 
Ropert S. RANKIN, JR., 
JuLius A. JOHNSON, 
Assistant United States Attorneys. 
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In THE 
United States Court of Appeals 


For THE DISTRICT OF COLUMBIA CIRCUIT 


Murray ISRAEL, ET AL., 
Plaintiffs-Appellants, 
Vv. 
BaxTeR LABORATORIES, INC., ET AL., 
Defendants-Appellees. 


Appeal from the United States District Court 
for the District of Columbia 


BRIEF FOR DEFENDANTS-APPELLEES 
BAXTER LABORATORIES, INC., TRAVENOL 
LABORATORIES, INC., AND DAVID 

KRITCHEVSKY 


STATEMENT OF ISSUES 


1. Whether, when a necessary element of plaintiffs’ 
claim is that a new drug meets the statutory require- 
ments which must be established before it can be approved 
by the FDA for interstate sale, plaintiffs are entitled to 


2 
bypass the administrative process and prove that claim 
directly in an antitrust action. 


2. Whether a claim that defendants persuaded the 
FDA to withhold that approval is actionable under the 
antitrust laws. 


This case has not previously been before this Court. 
STATEMENT OF THE CASE 


This is an action for damages and injunctive relief 
based on an alleged conspiracy in violation of federal and 
state antitrust laws. 


The plaintiffs-appellants are Dr. Murray Israel, the 
alleged inventor of a cholesterol-lowering drug called 
Cothyrobal, and two corporations, Vascular Pharmaceuti- 
cal Company (Vascular) and Edison Pharmaceutical 
Company (Edison), which allegedly control the rights to 
manufacture and sel] Cothyrobal. 


There are four named defendants-appellees: (1) Trav- 
enol Laboratories, Inc. (Travenol), a corporation engaged 
in the manufacture and sale of products, including drugs, 
for medical use; (2) Baxter Laboratories, Inc. (Baxter), 
the corporate parent of Travenol;? (3) Dr. Marion 
Finkel, a Food and Drug Administration employee who 
presently holds the position of Director of the Division 
of Metabolism and Endocrine Drugs, Office of New Drugs, 
United States Food and Drug Administration; and (4) 
Dr. David Kritchevsky, a biochemist expert in cholesterol 
metabolism.” 


2Travenol manufactures and sells a cholesterol-lowering drug 
called Choloxin. As of January, 1967, Baxter transferred all of its 
operating assets to Travenol and became a holding company. Bax- 
ter’s rights in Choloxin were transferred to Travenol. 


2On May 26, 1970, a motion on behalf of Dr. Kritchevsky to 
quash service of process and dismiss the complaint (J.A. 52) was 
granted by default. Plaintiffs’ untimely opposition to that motion 
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The complaint, taken in the light most favorable to 
plaintiffs, charges in essence that the defendants con- 
spired together to keep the plaintiffs’ drug Cothyrobal 
off the market—and thus out of competition with Trav- 
enol’s drug Choloxin—by influencing the Food and Drug 
Administration to refuse approval for interstate shipment 
and sale of Cothyrobal under the Federal Food, Drug, 
and Cosmetic Act, 21 U.S.C. §§ 301-92. Plaintiffs allege 
that the objective of the conspiracy was accomplished by 
the defendants’ suppression or concealment from the FDA 
of information about Cothyrobal or Choloxin (J.A. 5), 
by the application of an unfair standard in judging 
Cothyrobal (J.A. 6), by the misrepresentation of Cothy- 
robal’s safety and efficacy (J.A. 6), and by the employ- 
ment as a consultant of Dr. Kritchevsky who, it is al- 
leged, had a financial interest in Baxter, which was seek- 
ing approval of its own cholesterol-lowering new drug, 
Choloxin (J.A. 5). 


In count 1 of the complaint, the alleged conspiracy is 


said to have constituted a restraint of trade in violation 
of the federal antitrust laws.* In count 2, the same con- 
duct is claimed to violate unspecified antitrust and other 
laws of several states.° Defendants moved for dismissal 


(J.A, 55) was later taken under advisement by the district court. 
Since the district court concluded that the complaint did not state 
a claim against Kritchevsky, it did not reach the question whether 
extraterritorial service upon him should be quashed. 


3Jt should be noted that because of the procedural posture of 
the case, defendants Baxter, Travenol, and Dr. Kritchevsky have 
not answered. They do, however, categorically deny all allegations 
of impropriety and wrongdoing. 


+The complaint does not specify what sections of the federal 
antitrust laws are alleged to be violated. However, from the claims 
of “restraint of trade” and “monopolization” referred to in the com- 
plaint, it is clear that plaintiffs are charging violations of sections 1 
and 2 of the Sherman Act, 15 U.S.C. §§1, 2. 


5 Plaintiffs have never stated in what, if any, regard the state 
law claims differ from the federal claim. Rather, they refer to the 
state claims as dependent on activity that violates the federal law 


4 


or summary judgment on both counts of the complaint. 
The ground advanced in the motion to dismiss was that 
the complaint failed to state a claim upon which relief 
could be granted, first, because the conduct complained 
of did not, under the Supreme Court’s holdings in the 
Noerr and Pennington cases,° violate the federal anti- 
trust laws, and second, because the plaintiffs had failed 
to pursue to final determination the administrative pro- 
ceedings with respect to their drug, Cothyrobal. 


On July 3, 1970, oral argument was heard on both 
motions, At the conclusion of oral argument, the District 
Judge announced that he would grant the motion to dis- 
miss on both grounds (J.A. 60), and, on July 6, 1970, 
an order dismissing the complaint was entered (J.A. 
62).7 On August 5, 1970, plaintiffs noted their appeal 
to this Court. 


SUMMARY OF ARGUMENT 


For two separate and independent reasons, the decision 
of the district court dismissing the complaint for failure 
to state a claim upon which relief can be granted should 
be affirmed: 


(Plaintiffs’ Brief p. 4; J.A. 9) and refer solely to federal precedents 
for support. Accordingly, if the decision of the district court was 
correct on count 1 under federal law, dismissal of count 2 should also 
be affirmed. 


¢ Eastern Railroad Presidents Conference V. Noerr Motor Freight, 
Inc., 365 U.S. 127 (1961); United Mine Workers of America V. 
Pennington, 381 U.S. 657 (1965). 


7 Since the District Judge dismissed the complaint, he did not 
reach and consider the additional uncontested facts relied on by de- 
fendants in support of their Motion for Summary Judgment. Those 
facts appear in the Statement of Material Facts as to Which De- 
fendants Baxter Laboratories, Inc. and Travenol Laboratories, Inc. 
Claim there is No General Issue (J.A. 13-15). Since that matter is 
in the record and before the Court, it is clear that this Court may 
affirm on the ground that the entry of summary judgment by the 
district court would have been proper. See, e.g., Thompson V. New 
York Central R.R., 361 F.2d 187, 144 (2d Cir. 1966). 


5 


First, the complaint claims that the plaintiffs have 
been deprived of the right to sell their drug, Cothyrobal, 
in interstate commerce. But the complaint also reveals 
on its face that the plaintiffs have never obtained the 
necessary FDA approval for interstate sale and that, 
therefore, the plaintiffs have never had the right to sell 
in interstate commerce. Further, the complaint signifi- 
cantly fails to allege that the drug Cothyrobal is safe 
and effective for its intended use and, therefore, should 
have had FDA approval. In any event, the legal pre- 
requisites to FDA approval cannot be established in this 
antitrust action® Rather, a determination of drug safety 
and effectiveness can be made only by the FDA through 
the administrative procedures—including review in the 
court of appeals—established by Congress when it enacted 
the Federal Food, Drug, and Cosmetic Act. 


Second, even if plaintiffs had a basis upon which to 
posit alleged antitrust injury, the alleged conduct of the 
defendants does not violate the antitrust laws. The de- 
fendants are charged with influencing an administrative 
agency within the executive branch of the federal govern- 
ment to take action within its statutory authority. Under 
the decisions of the Supreme Court in the Noerr and 
Pennington cases, such conduct does not violate the anti- 
trust laws. 


ARGUMENT 
L. The District Court Properly Dismissed the Complaint 


Because of Plaintiffs’ Failure To Pursue Their Admin- 
istrative Remedies. 


As noted above, the essence of plaintiffs’ complaint is 
that the conduct of defendants has prejudiced FDA con- 


8 The district court correctly reached precisely that conclusion: 


“(I]t seems perfectly clear that Plaintiffs in this case have not 
exhausted their administrative remedies and we have no idea 
whether if they pursued their administrative remedies, 
whether their application for new drug would be approved or 
disapproved, no idea at all” (J.A. 60). 
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sideration of plaintiffs’ new drug application for Cothy- 
robal. The district court held that that claim was fatally 
defective because the plaintiffs did not allege either that 
they had pursued their administrative remedy to a suc- 
cessful conclusion or that they had a right to sell Cothy- 
robal. 


Since Cothyrobal is a new drug® subject to the Fed- 
eral Food, Drug, and Cosmetic Act (the Act), we believe 
that a brief explanation of the administrative procedure 
under that Act by which new drugs can be approved for 
sale in interstate commerce—with particular reference to 
plaintiffs’ new drug—will be helpful to the Court. Sec- 
tion 505(a) of the Act, 21 U.S.C. § 355(a), provides that 
a new drug may not be marketed or distributed in inter- 
state commerce unless the FDA has approved a new drug 
application with respect to such drug. Section 505(b) of 
the Act, 21 U.S.C. § 355(b), sets forth the requirements 
of a new drug application, first among them being that 
the applicant submit full reports of investigations that 
have been conducted to demonstrate the safety and effec- 
tiveness of the drug. Under the applicable regulations, 
if a new drug application is incomplete or inadequate on 
its face, the FDA will not accept it for filing. 21 C.F.R. 
§§ 180.5(a) (3)-(4). In that event, the applicant must 
insist that the application be filed (a procedure called 
“filing over protest”) and thus force the FDA to decide 
whether to approve the application. 21 C.F.R. § 130.5(d). 


Section 505(c) of the Act, 21 U.S.C. § 355(c), provides 
that the Commissioner of Food and Drugs must, within 
180 days from the date of filing (or a longer time agreed 
to by the applicant), either approve the new drug appli- 
cation or notify the applicant of his opportunity for a 
hearing on the question whether the application should 


°The term “new drug,” as defined in section 201(p) of the Act, 
21 U.S.C. §821(p), refers, basically, to any drug that is not gen- 
erally recognized among qualified experts as safe and effective for 
its recommended use. 
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be denied for one of the reasons specified in section 505 
(d), 21 U.S.C. §355(d).° The grounds for denial of 
approval of a new drug application are, in essence, that 
the studies and data provided in the new drug applica- 
tion are insufficient to establish that the product is safe 
and effective for its recommended uses. Under the FDA’s 
regulations, such a finding can be made only after notice 
and an opportunity for an evidentiary hearing on the 
record conducted by an independent hearing examiner, 
who prepares findings of fact and a tentative order from 
which exceptions may be taken. 21 C.F.R. 88 130.17-.24. 
If exceptions are taken, the final decision is made by the 
Commissioner, before whom oral argument may be held. 
21 CFR. $§ 130.24-.26. Finally, section 505(h) of the 
Act, 21 U.S.C. $355(h), provides for judicial review in 
a court of appeals of an order of the Commissioner re- 
fusing to approve a new drug application. 


Over the last 10 years, the plaintiffs have twice pre- 


sented, and then abandoned, new drug applications with 
respect to their drug Cothyrobal. In 1961 Vascular sub- 
mitted a new drug application with respect to Cothy- 
robal2? The FDA refused to file the new drug applica- 
tion on the ground that it was incomplete. Vascular 
then filed the application over protest and demanded a 
hearing, which was begun November 18, 1963, However, 


20 Throughout section 505, and the Act generally, reference is 
made to the Secretary of Health, Education and Welfare rather than 
the Commissioner of Food and Drugs. All of the Secretary’s powers 
and functions under the Act have been delegated to the Commis- 
sioner. 21 C.F-R. § 2.120(a). 


21 An earlier new drug application had been submitted on behalf 
of Cothyrobal, but was withdrawn in 1960. 

The history of plaintiffs’ efforts to obtain approval for Cothyrobal 
is set forth in part on pages 5 and 6 of their brief. A fuller ac- 
count, with copies of the official documents attached as Exhibits, 
can be found in the Statement of Material Facts filed in support 
of defendants Baxter’s and Travenol’s motion to dismiss or for sum- 
mary judgment (J.A. 13-21). The facts recited in that Statement 
were not contested in any material respect. 
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before the hearing was completed, Vascular formally 
withdrew the application without prejudice to filing a 
subsequent new drug application (J.A. 28). 


Shortly thereafter, Vascular submitted another new 
drug application for Cothyrobal. That application was 
pending before the FDA until September 16, 1968, when 
Vascular again filed over protest. On January 8, 1969, the 
FDA published notice that it proposed to refuse approval 
of Cothyrobal along with the reasons for its action. 34 
Fed. Reg. 273. Plaintiffs thereupon exercised their right 
to demand a hearing, and a prehearing conference was 
scheduled for April 23, 1969, with the hearing to follow 
on May 19, 1969. On April 22, 1969, without explana- 
tion the attorney for plaintiffs withdrew without preju- 
dice “all new drug applications” for Cothyrobal (J.A. 
18). An order was subsequently entered by the hearing 
examiner dismissing the proceedings as moot on the basis 
of plaintiffs’ withdrawal of their application (J.A. 19). 


It thus appears from the record in this case that no 
new drug application with respect to Cothyrobal has ever 
been refused; equally, none has ever been pressed to a 
successful conclusion. In these circumstances, it is clear 
that the district court was correct in dismissing the com- 
plaint on account of the plaintiffs’ failure to complete 
the administrative process. 


Plaintiffs have explicitly grounded their suit and claim 
for damages upon defendants’ alleged interference with 
their right to sell Cothyrobal.* But plaintiffs have no 
such right. Indeed, they are expressly forbidden by the 
Federal Food, Drug, and Cosmetic Act from marketing 
their drug unless and until the FDA has taken the af- 
firmative action of approving a new drug application 
with respect to it. Nevertheless, the plaintiffs do not claim 


12 Dr, Israel claims that his medical practice and reputation have 
been injured and that he has been deprived of property rights in 
the sale of Cothyrobal; Vascular and Edison both claim to have 
been deprived of the “interstate sales of the drug” (J.A. 7). 
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that—even absent defendants’ alleged conduct—they could 
have established to the satisfaction of the FDA that 
Cothyrobal meets the statutory requirements for approval. 
Unless they could do so, any restraint on plaintiffs’ right 
to distribute Cothyrobal in interstate commerce would 
flow from the operation of the Federal Food, Drug, and 
Cosmetic Act and could not be actionable under the anti- 
trust laws. Parker v. Brown, 317 U.S. 341 (1948); 
United States v. Rock Royal Co-op., 307 U.S. 533 (1939). 
Thus, plaintiffs could not have been injured in their 
“business or property” within the meaning of section 4 
of the Clayton Act, 15 U.S.C. §15, by any action of 
defendants.* 


Plaintiffs now seem to recognize this critical defect in 
their pleadings and on page 29 of their brief offer to 
cure it by proving at trial that FDA approval would 
have been granted but for the alleged conspiracy and acts 
of the defendants. Accordingly, for plaintiffs to succeed, 
they would have to prove—and the district court would 


have to determine—that the Cothyrobal new drug appli- 
cation did in fact meet the statutory requisites for ap- 
proval.* Congress, however, has declared that such a 
finding can only be made by the FDA subject to review 
in the court of appeals. 


33 Section 4 of the Clayton Act provides a treble damage private 
remedy to “[a]ny person who shall be injured in his business or 
property by reason of anything forbidden in the antitrust laws.” 


It is, of course, well established that both injury to the plaintiff's 
business or property and a causal relationship between defendant’s 
acts and plaintiff’s injury must be alleged to establish a claim under 
section 4 of the Clayton Act. See, e.g., Hanover Shoe, Inc. V. United 
Shoe Machinery Corp., 377 F.2d 776, 783 (8rd Cir. 1967), aff'd in 
part, rev’d in part on other grounds, 392 U.S. 481 (1968) ; Martin 
v. Phillips Petroleum Co., 865 F.2d 629, 632 (5th Cir.), cert. denied, 
885 U.S. 991 (1966). 


14 Plaintiffs would also have to prove that the FDA would actually 
have been influenced by defendants’ alleged actions and would have 
finally denied the application—no small matter when plaintiffs have 
never pursued their administrative remedies to completion, 
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Under these circumstances the district court properly 
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exhaust their administrative remedies. The law is now 
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case involves the determination of an issue committed to 
the exclusive or primary jurisdiction of an administra- 
tive agency, 2 court may not entertain an otherwise cog- 
nizable claim until the agency has resolved that issue; 
where Congress has committed to an administrative 
agency the task of granting certain rights upon certain 
terms, 2 person may not complain in court about a vio- 
lation of such a “right” until the agency has completed 
its proceedings and has established that the complainant 
in fact has the right he claims is being infringed. 


This principle has been reiterated many times by the 
Supreme Court and the lower federal courts. The doc- 
trine of primary jurisdiction “comes into play,” the Su- 
preme Court has stated, “whenever enforcement of the 


claim requires the resolution of issues which, under a 
regulatory scheme, have been placed within the special 
competence of an administrative body.” United States 
v. Western Pacific R.R., 352 U.S. 59, 64 (1956). In 
Far East Conference v. United States, 342 U.S. 570, 
574-75 (1952), the Court summarized the principle of 
primary jurisdiction as follows: 


“TIjn cases raising issues of fact not within the 
conventional experience of judges or cases requiring 
the exercise of administrative discretion, agencies 
created by Congress for regulating the subject mat- 


15 Had the district court not dismissed the case on the Noerr- 
Pennington ground, it would have been faced with the question 
whether to retain jurisdiction or grant dismissal. That would largely 
have been a matter for the informed discretion of the district court. 
See, e.g., McCleneghan v. Union Stock Yards Co., 298 F.2d 659, 670 
(8th Cir. 1962). In view of the plaintiffs’ ten year history of with- 
drawing new drug applications rather than proceeding through a 
hearing to a final determination, we submit that dismissal would 
clearly have been proper on the exhaustion ground alone. Cf. Far 
East Conference v. United States, 342 U.S. 570, 576-77 (1952). 
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ter should not be passed over. This is so even though 
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primary jurisdiction of an agency, and it applies whether 
or not the agency has the power to grant the relief that 
the plaintiff is seeking in the judicial action. See Thomp- 
son v. Texas Mexican Ry., 328 U.S. 184 (1946) ; General 
American Tank Car Corp. v. El Dorado Terminal Co., 
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Okefenokee Rural Electric Membership Corp. v. Florida 
Power & Light Co., 214 F.2d 413 (5th Cir. 1954), is 
one of the earliest cases where an attempt was made to 
predicate antitrust liability on efforts to influence gov- 
ernmental decisions. There a distributor of electric power 
brought suit against a Florida public utility, the City of 
Jacksonville, and the Jacksonville Commissioner of Utili- 
ties. According to the complaint, the utility and the city 
had entered into an illegal territorial agreement dividing 
the right to provide electric power to a particular service 
area. In addition, to prevent the plaintiff distributor 
from attempting to compete in that service area, defend- 
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ents allegedly convinced the State Road Department and 
the County Commission of Duval County by a campaign 
of fraud and misrepresentation to withhold from plain- 
tiff the permission to erect electric power lines on the 
only feasible route into the service area. 


The district court dismissed the complaint, which 
sought an injunction and treble damages, on the ground 
that the actions of the administrative bodies could not 
be collaterally attacked in an antitrust case. On appeal, 
the Fifth Circuit affirmed, holding that even the claimed 
illegal territorial agreement was not actionable until 
plaintiff had established its right to import power to the 
service area: 


“The plaintiff had no legal right to use the state 
highway without a permit from the State Road 
Department, nor the county roads without permis- 
sion of the Board of County Commissioners, and those 
authorities have decided against the plaintiff. So 


long as their decisions stand the plaintiff has not 
been legally injured... .” Id. at 418. 


Here, as in the Florida Power case, the very existence 
of the legal right plaintiffs seek to vindicate depends in 
the first instance upon a determination of an adminis- 
trative agency. Until that right has been established in 
a proceeding before the FDA, no claim for its infringe- 
ment can be stated.* Cf. Montana-Dakota Utilities Co. 
v. Northwestern Public Service Co., 341 U.S. 246 (1951) ; 
George Benz & Sons v. Twin City Milk Producers Ass’n, 


16 Jt is in fact difficult to imagine an issue more appropriate for 
application of the primary jurisdiction principle. Congress has 
clearly committed to the primary jurisdiction of the FDA the 
question whether any of the new drug applications filed by plaintiffs 
for Cothyrobal meets the statutory standards for approval. Such 
a determination clearly calls for the exercise of expert agency judg- 
ment—in this instance, as to the scientific validity of clinical, ani- 
mal and Jaboratory tests on the drug product, and as to whether 
the results of those tests show that the drug will be safe and effec- 
tive for its intended uses. 
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299 F. Supp. 679, 684 (D. Minn. 1969). Thus, it is clear 
that no cause of action can accrue until plaintiffs have 
resorted to the agency with primary jurisdiction over the 
question and successfully pursued their administrative 
remedy to its conclusion. 


Moreover, plaintiffs cannot avoid the necessity of first 
presenting their claim to the agency with primary juris- 
diction by offering to show at trial that they have pre- 
vented from exhausting their administrative remedies. 
The Act provides plaintiffs the exclusive route for ob- 
taining approval of a new drug application for Cothy- 
robal. If plaintiffs believe that agency action has been 
wrongly withheld, Congress has provided them a remedy. 
See 5 U.S.C. § 706(1)27 But plaintiffs have not sought 
that relief; and that is not surprising, for they them- 
selves have twice withdrawn their applications before 4 
hearing conducted by a hearing examiner could be com- 
pleted. 


Clearly, plaintiffs have at all times been free to pursue 
their application and promptly obtain final decision from 
the agency. And should that decision finally deny ap- 
proval to Cothyrobal, they can seek review in the court 
of appeals of all the questions they raise regarding both 
the interpretation and application of laws and regula- 
tions and the fairness of their treatment before the 
agency. See 5 U.S.C. § 706(2); Davis v. Nelson, 329 
F.2d 840, 847 (9th Cir. 1964); George Benz & Sons v. 
Twin City Milk Producers Ass’n, supra, 299 F. Supp. 
at 684. 


17 That provision of the Administrative Procedure Act provides 
in relevant part as follows: 


“To the extent necessary to decision and when presented, the 
reviewing court shall decide all relevant questions of law, in- 
terpret constitutional and statutory provisions, and determine 
the meaning or applicability of the terms of an agency action. 
The reviewing court shall— 


(1) compel agency action unlawfully withheld or unreason- 
ably delayed ... .” 
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That the administrative process will take time or that 
the standard of review on fact questions will be different 
than in a suit in the district court does not change the 
result. Otherwise anyone could avoid exhausting his ad- 
ministrative remedies in any suit. Cf. Best v. Humboldt 
Placer Mining Co., 871 U.S. $34, 339-40 (1963). Cer- 
tainly Jewel Companies, Inc. v. FTC, 1970 Trade Cases 
73,815 (7th Cir. 1970), relied on by plaintiffs, is not to 
the contrary. That case involved a simple equitable suit 
to enjoin an investigation by the Federal Trade Commis- 
sion, The Seventh Circuit ruled only that plaintiffs there 
could not be required to delay making the purely legal 
contention that the FTC has discretion not to issue a 
complaint even where there is reason to believe that a 
violation has occurred: If the Commission proceeded to 
a final order the question could not be raised on review. 
Cf. Elmo Division of Drive-X Co. v. Dixon, 121 U.S. 
App. D.C. 118, 348 F.2d 342 (1965). However, other 
claims more analogous to the contentions of plaintiffs in 
this case, involving the merits and other factual matters, 
were held to present questions beyond the jurisdiction of 
the district court. As to them, the plaintiffs were re- 
quired to exhaust their administrative remedies before 
seeking judicial relief. 


The same result should follow here. It may be that 
plaintiffs have a variety of administrative remedies be- 
fore the agency and in the courts—certainly that is so 
if the allegations of the complaint are in fact true. What 
plaintiffs cannot do, however, is to bypass the adminis- 
trative process by seeking to recover damages in an anti- 
trust jury trial in which they would have to prove that 
their new drug application for Cothyrobal meets the stat- 
utory criteria for approval. Until they make that claim 
before the FDA and the agency grants its approval, 
plaintiffs have no cause of action under the antitrust 
laws. 
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Il. The District Court Properly Dismissed the Complaint 
on the Ground That It Does Not, Under the Holdings 
of Noerr and Pennington, State a Claim for Relief 
Under the Antitrust Laws, 


The central principle upon which the district court 
relied for the alternative ground of its ruling was that 
announced by the Supreme Court in Eastern Railroad 
Presidents Conference v. Noerr Motor Freight, Inc., 365 
U.S. 127 (1961), and United Mine Workers of America 
v. Pennington, 381 U.S. 657 (1965). Together those 
cases establish that an antitrust action cannot be founded 
upon an alleged conspiracy to influence a governmental 
agency regarding the passage or enforcement of laws. 
Plaintiffs’ complaint read in its most favorable light al- 
leges no more than that defendants have joined together 
to exert such influence. Therefore, even were the allega- 
tions true, plaintiffs could not maintain this action be- 
cause defendants’ conduct would not, in the language of 
section 4 of the Clayton Act, constitute “anything for- 
bidden in the antitrust laws.” 15 U.S.C. § 15. 


In Noerr, a group of Eastern railroads banded to- 
gether to seek legislative and executive measures that 
would favor them over the trucking industry. After the 
railroads were successful in influencing governmental 
action that caused injury to the trucking industry, the 
trucking interests brought suit, alleging that the rail- 
roads had conspired to restrain trade in and to monopo- 
lize the long-distance freight business. The gist of the 
conspiracy alleged was that the railroads had engaged 
an advertising firm to conduct a campaign of fraudulent 
and deceptive publicity in order to encourage govern- 
mental decisions inimical to the truckers’ interests. The 
campaign was allegedly undertaken with the sole purpose 
of injuring the trucking interests, and it was described 
as “vicious, corrupt and fraudulent,” 365 U.S. at 129, in 


18 See note 13 supra. 
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no small part because the railroads “deliberately deceived 
the public and public officials,” id, at 145, in seeking to 
create anti-trucking pressures. The Supreme Court, how- 
ever, unanimously held that the railroads’ conduct could 
not be the basis for a claim under the Sherman Act. 


It has long been clear that the Sherman Act applies 
only to trade restraints or monopolizations that are cre- 
ated or attempted by the acts of individuals. See Stand- 
ard Oil Co. v. United States, 221 U.S. 1, 51-62 (1911). 
Restraints or monopolies caused by valid governmental 
actions cannot be remedied under the antitrust laws. 
Parker v. Brown, supra; United States v. Rock Royal 
Co-op., supra. What Noerr added was the further propo- 
sition that “the Sherman Act does not prohibit two or 
more persons from associating together in an attempt 
to persuade the legislature or the executive to take par- 
ticular action with respect to a law that would produce 
a restraint or a monopoly.” 3865 U.S. at 136, Any hold- 
ing to the contrary would have created drastic limitations 
on the freedom of private interest groups ‘to influence 
governmental action. The Court found that the legisla- 
tive history of the Sherman Act showed no intent to 
regulate such fundamentally nonbusiness activity, and 
that in any event use of the Sherman Act to regulate 
such conduct might invade the constitutional freedom of 
private interest groups to petition governmental bodies. 
Thus, as a matter of definitive statutory construction, 
the Supreme Court ruled that even fraudulent acts in- 
tended to produce governmental restraints or monopolies 
are not actionable under the antitrust laws. 


Unlike Noerr, which involved attempts to influence 
both legislation and executive action, Pennington dealt 
exclusively with attempts to affect decisions in the 
executive branch. There, certain large coal producers 
joined with a labor union to impair the ability of small 
coal producers to compete for major term coal contracts 
with the Tennessee Valley Authority. To achieve this 
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purpose, the large coal producers and the union allegedly 
caused the Secretary of Labor to establish a minimum 
wage order that made it difficult for the small producers 
to compete and then influenced officials of the TVA not 
to make spot purchases exempted from that order. The 
small producers claimed that the defendant producers’ 
and union’s conduct was a conspiracy to restrain trade 
and to monopolize. The Supreme Court, however, held 
to the contrary: 


“Noerr shields from the Sherman Act a concerted 
effort to influence public officials regardless of intent 
or purpose. . . . Joint efforts to influence public 
officials do not violate the antitrust laws even though 
intended to eliminate competition. Such conduct is 
not illegal, either standing alone or as part of a 
broader scheme itself violative of the Sherman Act.” 
881 U.S. at 670.” 


Thus, the Supreme Court has established the funda- 
mental principle that the Sherman Act does not prohibit 
joint efforts to influence governmental action, whether 
it be within the province of the legislature or the execu- 


29 Qn page 17 of their brief, plaintiffs seriously distort the Su- 
preme Court’s decision in Pennington, asserting that under it “the 
Noerr doctrine would not shield efforts that were ‘part of a con- 


o” 


spiracy to drive small operators out of business. 


The quotation of that language in context shows quite clearly 
that the Supreme Court held the contrary: 


“The jury was instructed that the approach to the Secretary of 
Labor was legal unless part of a conspiracy to drive small oper- 
ators out of business and that the approach to the TVA was 
not a violation of the antitrust laws ‘unless the parties so 
urged the TVA to modify its policies in buying coal for the 
purpose of driving the small operators out of business.’ If, 
therefore, the jury determined the requisite anticompetitive 
purpose to be present, it was free to find an illegal conspiracy 
based solely on the Walsh-Healey and TVA episodes, or in any 
event to attribute illegality to these acts as part of a general 
plan to eliminate Phillips and other operators similarly situ- 
ated. Neither finding, however, is permitted by Noerr for the 
reasons stated in that case.” 381 U.S. at 670. 


The ruling of the trial court was, of course, reversed. 
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tive. This principle, in turn, has been applied in a num- 
ber of lower court cases. Specifically, at least three dis- 
trict courts have relied on the Noerr-Pennington rationale 
in cases involving conduct—efforts to influence govern- 
ment officials or agencies regarding administrative ac- 
tions—essentially similar to that alleged in this case. 


In Woods Exploration & Producing Co. v. Alcoa, 284 
F. Supp. 582 (S.D. Tex. 1968), plaintiffs and defendants 
operated natural gas wells under the regulatory auspices 
of the Texas Railroad Commission, which set the allow- 
able production for well operators. In order to decide 
what the appropriate allowables for each producer should 
be, the Railroad Commission regularly obtained estimates 
of possible sales, called “nominations,” from producers. 
Plaintiff producers filed an antitrust suit against defend- 
ant producers, alleging that the latter, acting in concert, 
had deliberately filed false nominations and thereby had 
successfully induced the Railroad Commission to reduce 
the production allowables for plaintiffs. Plaintiffs claimed 
that defendants’ use of false nominations was violative 
of the Sherman Act; but the district court, in reliance 
on the principle announced in Noerr and Pennington, 
granted defendants’ motion for summary judgment, hold- 
ing that even willful and fraudulent joint activity that 
leads a regulatory agency to an erroneous judgment by 
distorting the basic materials upon which the agency 
must act cannot be the basis of an antitrust suit. 


To the same effect are A.B.T. Sightseeing Tours, Inc. 
v. Gray Line New York Tours Corp., 242 F. Supp. 365 
(S.D.N.Y. 1965), where defendant allegedly attempted 
to influence local administrative agencies to promulgate 
regulations designed to suppress and eliminate competi- 
tion, and George Benz & Sons v. Twin City Milk Pro- 
ducers Ass’n, supra, where defendants allegedly influ- 
enced the Department of Agriculture to issue administra- 
tive orders deemed by plaintiff, a bottler and distributor, 
to have been injurious to its business. In both cases, 
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motions for dismissal or partial summary judgment were 
granted on the basis of the Noerr-Pennington doctrine.” 


As the foregoing precedents aptly demonstrate, a Sher- 
man Act claim simply cannot be based upon actions taken 
to influence the enforcement policies and decisions of 
governmental bodies." This is true even where the intent 
motivating the concerted activity is to eliminate competi- 
tion, for the courts have recognized that where a govern- 
mental unit has the power to render decisions which affect 
the marketplace, the antitrust laws do not forbid inter- 
ested parties from joining together to seek the benefits 


20 We have limited our textual discussion of the precedents to those 
bearing squarely on application of the Noerr-Pennington doctrine 
to administrative proceedings. The doctrine’s coverage of all forms 
of joint influence with governmental bodies is illustrated by other 
cases as well. See, eg., E. W. Wiggins Airways, Inc. V. Massa- 
chusetts Port Authority, 362 F.2d 52 (1st Cir.), cert. denied, 385 
US. 947 (1966); Association of Western Railways V. Riss & Co., 
112 U.S. App. D.C. 49, 299 F.2d 188, cert. denied, 370 U.S. 916 
(1962) ; Bracken’s Shopping Center, Inc. V. Ruwe, 273 F. Supp. 606 
(S.D. Ill. 1967). See also Okefenokee Rural Electric Membership 
Corp. v. Florida Power & Light Co., 214 F.2d 413 (5th Cir. 1954). 


21The fact that the Noerr-Pennington doctrine bars antitrust 
claims against concerted activity to influence governmental deci- 
sions does not mean that the conduct complained of cannot be meas- 
ured under other legal standards. For example, the Benz case, 
supra, recognized the opportunity to challenge such joint action in 
the appropriate regulatory setting. See generally pp. 5-14 supra. 
And in Schenley Industries, Inc. v, New Jersey Wine & Spirit 
Wholesalers Ass'n, 272 F. Supp. 872, 885 (D.N.J. 1967), where 
legislative lobbying was allegedly in blatant violation of law, the 
court held that: 


“Since political activity to influence public officials is beyond 
the purview of the [Sherman] Act, it does not matter that in- 
dependently illegal acts can be shown; separate civil or crimi- 
nal actions might lie against the perpetrators, but the lobbying 
is not thereby transmuted into a violation of the Act. A private 
antitrust complaint is not the appropriate vehicle for state 
criminal laws whose enforcement is entrusted to state or local 
prosecutors.” 


See generally Note, Application of the Sherman Act to Attempts 
To Influence Government Action, 81 Harv. L. Rev. 847 (1968). 


18 


tive. This principle, in turn, has been applied in a num- 
ber of lower court cases. Specifically, at least three dis- 
trict courts have relied on the Noerr-Pennington rationale 
in cases involving conduct—efforts to influence govern- 
ment officials or agencies regarding administrative ac- 
tions—essentially similar to that alleged in this case. 


In Woods Exploration & Producing Co. v. Alcoa, 284 
F. Supp. 582 (S.D. Tex. 1968), plaintiffs and defendants 
operated natural gas wells under the regulatory auspices 
of the Texas Railroad Commission, which set the allow- 
able production for well operators. In order to decide 
what the appropriate allowables for each producer should 
be, the Railroad Commission regularly obtained estimates 
of possible sales, called “nominations,” from producers. 
Plaintiff producers filed an antitrust suit against defend- 
ant producers, alleging that the latter, acting in concert, 
had deliberately filed false nominations and thereby had 
successfully induced the Railroad Commission to reduce 
the production allowables for plaintiffs. Plaintiffs claimed 
that defendants’ use of false nominations was violative 
of the Sherman Act; but the district court, in reliance 
on the principle announced in Noerr and Pennington, 
granted defendants’ motion for summary judgment, hold- 
ing that even willful and fraudulent joint activity that 
leads a regulatory agency to an erroneous judgment by 
distorting the basic materials upon which the agency 
must act cannot be the basis of an antitrust suit. 


To the same effect are A.B.T. Sightseeing Tours, Inc. 
v. Gray Line New York Tours Corp., 242 F. Supp. 365 
(S.D.N.Y. 1965), where defendant allegedly attempted 
to influence local administrative agencies to promulgate 
regulations designed to suppress and eliminate competi- 
tion, and George Benz & Sons v. Twin City Mik Pro- 
ducers Ass’n, supra, where defendants allegedly influ- 
enced the Department of Agriculture to issue administra- 
tive orders deemed by plaintiff, a bottler and distributor, 
to have been injurious to its business. In both cases, 


19. 


motions for dismissal or partial summary judgment were 
granted on the basis of the Noerr-Pennington doctrine.” 


As the foregoing precedents aptly demonstrate, a Sher- 
man Act claim simply cannot be based upon actions taken 
to influence the enforcement policies and decisions of 
governmental bodies.” This is true even where the intent 
motivating the concerted activity is to eliminate competi- 
tion, for the courts have recognized that where a govern- 
mental unit has the power to render decisions which affect 
the marketplace, the antitrust laws do not forbid inter- 
ested parties from joining together to seek the benefits 


20 We have limited our textual discussion of the precedents to those 
bearing squarely on application of the Noerr-Pennington doctrine 
to administrative proceedings. The doctrine’s coverage of all forms 
of joint influence with governmental bodies is illustrated by other 
cases as well. See, eg., E. W. Wiggins Airways, Inc. V. Massa- 
chusetts Port Authority, 362 F.2d 52 (1st Cir.), cert. denied, 385 
U.S. 947 (1966); Association of Western Railways V. Riss & Co., 
112 U.S. App. D.C. 49, 299 F.2d 183, cert. denied, 370 U.S. 916 
(1962) ; Bracken’s Shopping Center, Inc. v. Ruwe, 273 F. Supp. 606 
(S.D. Il. 1967). See also Okefenokee Rural Electric Membership 
Corp. V. Florida Power & Light Co., 214 F.2d 413 (5th Cir. 1954). 


2 The fact that the Noerr-Pennington doctrine bars antitrust 
claims against concerted activity to influence governmental deci- 
sions does not mean that the conduct complained of cannot be meas- 
ured under other legal standards. For example, the Benz case, 
supra, recognized the opportunity to challenge such joint action in 
the appropriate regulatory setting. See generally pp. 5-14 supra. 
And in Schenley Industries, Inc. v. New Jersey Wine & Spirit 
Wholesalers Ass’n, 272 F. Supp. 872, 885 (D.N.J. 1967), where 
legislative lobbying was allegedly in blatant violation of law, the 
court held that: 


“Since political activity to influence public officials is beyond 
the purview of the [Sherman] Act, it does not matter that in- 
dependently illegal acts can be shown; separate civil or crimi- 
nal actions might lie against the perpetrators, but the lobbying 
is not thereby transmuted into a violation of the Act. A private 
antitrust complaint is not the appropriate vehicle for state 
criminal laws whose enforcement is entrusted to state or local 
prosecutors.” 


See generally Note, Application of the Sherman Act to Attempts 
To Influence Government Action, 81 Harv. L. Rev. 847 (1968). 


20 


of governmental action for themselves while opposing the 
grant of such benefits to their competitors. 


Plaintiffs, relying on three cases that found exceptions 
to the Noerr-Pennington principle, argue that this ra- 
tionale has no application here. The facts of those cases, 
however, were totally unlike the facts alleged in plain- 
tiffs’ complaint; and, properly viewed, their holdings have 
no application whatever to this case. 


Thus, as the district court below held, the recent deci- 
sion in George R. Whitten Jr., Inc. v. Paddock Pool 
Builders, Inc., 424 F.2d 25 (1st Cir. 1970), cert. denied, 
39 U.S.L.W. 3149 (October 12, 1970), does not support 
plaintiffs’ argument. In Paddock Pool, a manufacturer of 
swimming pool equipment was charged with persuading 
architects, hired by local governments to supervise the 
bidding and construction of municipal swimming pools, 
to adopt bidding specifications that could be met only by 
its products. The manufacturer was thus charged with 
causing a commercial injury by subverting competitive 
bidding procedures that were intended to protect the gov- 
ernment’s commercial interests. In reversing a summary 
judgment for the manufacturer granted by the district 
court, the Court of Appeals clearly identified this factor 
as critical to its decision: “We are therefore confronted 
_ . . with government acting in a proprietary capacity, 
purchasing goods and services to satisfy its own needs 
within a framework of competitive bidding ....” Id. 
at 29. The Court concluded that under these circum- 
stances the Noerr protection did not extend to conspira- 
cies involving “public officials engaged in purely commer- 
cial dealings” id, at 38, and that “[t]he state legislatures, 
by enacting statutes requiring public bidding, have de- 
creed that government purchases will be made according 
to strictly economic criteria.” Id. 


In essence, what Paddock Pool holds is that once the 
government has made a policy decision in favor of free 
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competition in its own commercial dealings, Noerr and 
Pennington do not immunize behavior that prevents the 
fulfillment of that policy. As such, the decision is a natu- 
ral extension of the Supreme Court’s decision in Conti- 
nental Ore Co. v. Union Carbide & Carbon Corp., 370 
U.S. 690, 702-08 (1962), upon which the First Circuit 
relied, 

The situation here is completely different. In enacting 
the Federal Food, Drug, and Cosmetic Act, Congress 
acted to secure national health benefits by controlling the 
availability of untested and unproven drugs, and the 
inevitable effect of the Act is to restrain competition 
between licensed and unlicensed drugs. Moreover, the 
FDA does not act in a commercial capacity when it dis- 
charges its regulatory functions under the Act to deter- 
mine whether a new drug is safe and effective and is, 
therefore, entitled to be sold in interstate commerce, Such 
determinations are totally unlike those involved in Pad- 


dock Pool; they involve precisely the same type of gov- 
ernmental regulatory action that was involved in Noerr, 
Pennington, and the other cases cited above. 


Appellants also erroneously rely upon Harman v. Valley 
National Bank, 339 F.2d 564 (9th Cir. 1964). There it 
was alleged that “in a larger, long-continued scheme to 
restrain and monopolize” commercial banking within Ari- 
zona, the Attorney General of that state, as “a partici- 
pating conspirator,” zd. at 566, had, at the urging of 
the defendant, unlawfully and fraudulently brought an 
action against and caused the closing of the plaintiff 
bank. The Court of Appeals for the Ninth Circuit held, 
on those facts, that Noerr did not require dismissal of 
the action, and it reversed a contrary decision of the 
district court. 


Whatever the proper scope of this limitation on the 
Noerr-Pennington doctrine, see generally Note, Applica- 
tion of the Sherman Act to Attempts To Influence 
Government Action, 81 Harv. L. Rev. 847, 856-57 (1968), 
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of governmental action for themselves while opposing the 
grant of such benefits to their competitors. 


Plaintiffs, relying on three cases that found exceptions 
to the Noerr-Pennington principle, argue that this ra- 
tionale has no application here. The facts of those cases, 
however, were totally unlike the facts alleged in plain- 
tiffs’ complaint; and, properly viewed, their holdings have 
no application whatever to this case. 


Thus, as the district court below held, the recent deci- 
sion in George R. Whitten Jr., Inc. v. Paddock Pool 
Builders, Inc., 424 F.2d 25 (1st Cir. 1970), cert. denied, 
39 U.S.L.W. 3149 (October 12, 1970), does not support 
plaintiffs’ argument. In Paddock Pool, a manufacturer of 
swimming pool equipment was charged with persuading 
architects, hired by local governments to supervise the 
bidding and construction of municipal swimming pools, 
to adopt bidding specifications that could be met only by 
its products, The manufacturer was thus charged with 
causing a commercial injury by subverting competitive 
bidding procedures that were intended to protect the gov- 
ernment’s commercial interests. In reversing a summary 
judgment for the manufacturer granted by the district 
court, the Court of Appeals clearly identified this factor 
as critical to its decision: “We are therefore confronted 

. . with government acting in a proprietary capacity, 
purchasing goods and services to satisfy its own needs 
within a framework of competitive bidding ... .” Id. 
at 29. The Court concluded that under these circum- 
stances the Noerr protection did not extend to conspira- 
cies involving “public officials engaged in purely commer- 
cial dealings” id. at 38, and that “[t]he state legislatures, 
by enacting statutes requiring public bidding, have de- 
creed that government purchases will be made according 
to strictly economic criteria.” Id. 
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mine whether a new drug is safe and effective and is, 
therefore, entitled to be sold in interstate commerce. Such 
determinations are totally unlike those involved in Pad- 
dock Pool; they involve precisely the same type of gov- 


ernmental regulatory action that was involved in Noerr, 
Pennington, and the other cases cited above. 


Appellants also erroneously rely upon Harman v. Valley 
National Bank, 339 F.2d 564 (9th Cir. 1964). There it 
was alleged that “in a larger, long-continued scheme to 
restrain and monopolize” commercial banking within Ari- 
zona, the Attorney General of that state, as “a partici- 
pating conspirator,” id. at 566, had, at the urging of 
the defendant, unlawfully and fraudulently brought an 
action against and caused the closing of the plaintiff 
bank. The Court of Appeals for the Ninth Circuit held, 
on those facts, that Noerr did not require dismissal of 
the action, and it reversed a contrary decision of the 
district court. 


Whatever the proper scope of this limitation on the 
Noerr-Pennington doctrine, see generally Note, Applica- 
tion of the Sherman Act to Attempts To Influence 
Government Action, 81 Harv. L. Rev. 847, 856-57 (1968), 
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it clearly does not apply to the present facts. In Harman, 
the Arizona Attorney General, who had ultimate author- 
' ity to take the governmental action that caused injury 
to the plaintiff, was alleged to be one of the participating 
conspirators. Cf. Parker v. Brown, supra, 317 U.S. at 
351. In the present case, plaintiffs would have to allege 
| that the entire FDA and the reviewing court of appeals 
were “participating conspirators” to make an analogous 
claim. They have not done so but argue in effect that 
under Harman a party can always avoid the mandate of 
Noerr and Pennington merely by naming the employee 
of the government agency allegedly influenced by the 
conspiracy as a participant. That, however, cannot be 
the law if Noerr and Pennington are to have any mean- 
ing at all. See E. W. Wiggins Airways, Inc. v. Massa- 
chusetts Port Authority, 362 F.2d 52, 56 (1st Cir.), 
cert. denied, 385 U.S. 947 (1966). 


The third case relied on here by plaintiffs in arguing 
that the Noerr-Pennington doctrine does not apply is the 
Ninth Circuit’s recent decision in Trucking Unlimited v. 
California Motor Transport Co., 1970 Trade Cases { 78,- 
354 (Oct. 5, 1970), announced after entry of the judg- 
ment below. Plaintiffs in Trucking Unlimited were sev- 
eral small trucking companies. They claimed that a group 
of large companies had joined together to oppose every 
request or application made by plaintiffs to governing 
regulatory bodies. With the benefit of a special trust 
fund created to achieve their purposes, defendants al- 
legedly challenged plaintiffs’ requests to regulatory bodies 
for basic licenses to do business, and where unsuccessful 
at the regulatory level, defendants allegedly challenged 
regulatory rulings in court proceedings, all “without 
probable cause” and “regardless of the merits of the 
eases.” 1967 Trade Cases { 72,298, at 84739 (N.D. Cal. 
1967). Defendants moved for dismissal under Noerr- 
Pennington, and the district court granted the motion, 
holding that plaintiffs’ complaint should be presented to 
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the regulatory agencies in the first instance “rather than 
be presented to the courts in the guise of an antitrust 
suit.” Id. at 84744. 


In a 2-1 decision, the Ninth Circuit reversed Ac- 
cording to Judge Browning, writing for the court, the 
activity carried on by the defendants in Trucking Un- 
limited constituted a type of joint action among competi- 
tors to interfere with other competitors that could be 
distinguished from the activities that were the subject 
of Noerr, Pennington, Woods Exploration, and A.B.T. 
Sightseeing Tours, all of which the Ninth Circuit cited 
as proper examples of joint conduct not violating the 
Sherman Act. 


The opinion reflects the Ninth Circuit’s niggardly view 
of the scope and importance of the Noerr doctrine,“ 
which we believe is not in harmony with Noerr and 
Pennington and should not be followed.* However, an 


22 Circuit Judge Hamlin dissented, largely for the reasons stated 
in Judge Sweigert’s district court opinion, which defendants urged 
upon the district court in this case. It may also be noted that 
the district court’s opinion in Trucking Unlimited was cited 
with approval in George R. Whitten, Jr., Inc. v. Paddock Pool 
Builders, Inc., supra, 424 F.2d at $0, a case otherwise relied on by 
plaintiffs. 


23 See Harmon V. Valley National Bank, supra. 


24In part, the holding represents a dubious application of the 
“sham” exception referred to by the Supreme Court in Noerr. See 
note 28 infra. More critical is the broad and general holding that 
Noerr-Pennington does not apply to adversary adjudicative pro- 
ceedings. Not only is the distinction between “legislative” and 
“adjudicative” virtually meaningless in this context since the latter 
proceedings often involve many elements of the former, see, ¢.g., 
SEC v. Chenery Corp., 882 U.S. 194, 203 (1947), we believe it is also 
without support in reason. Under Trucking Unlimited, every time 
two persons join together to present a common claim in court that 
would have the effect of benefitting them to the detriment of compet- 
itors, they would be subjecting themselves to criminal and civil anti- 
trust liability. The holding of Woods Exploration & Producing Co. 
v. Alcoa, supra, that defendants were not liable for being jointly in- 
volved in “litigation instituted or defended by defendants involving 
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analysis of the holdings of Trucking Unlimited estab- 
lishes that, even if it is correct,” that decision does not 
support reversal in the present case. 


The majority of the Ninth Circuit based the reversal 
on two separate grounds. First, the court held that the 
policy underlying the Noerr decision did not “justify 
immunizing agreements [among competitors] to utilize 
judicial and administrative adjudicative processes in a 
scheme to restrain trade.” 1970 Trade Cases at 89431. 
That conclusion was grounded upon a line of cases 
(only two of them decided after Noerr) which had held 
that conducting baseless and harrassing litigation might 
violate the Sherman Act. From those cases, Judge Brown- 
ing concluded that “litigation can be an integral part of 
a scheme prohibited by the Sherman Act.” Id. at 89483. 
On the basis of the facts pleaded in the complaint, he 
held that 


“the Noerr-Pennington defense does not bar judi- 


cial relief when a conspiracy to employ judicial and 
adjudicative processes in a scheme to restrain trade 
is allowed [sic; probably intended to be “alleged’”].” 
Id. 


the validity of certain” agency action, 284 F. Supp. at 594, must 
have been wrong under that view. Likewise, the defendants in Penn- 
ington would have been liable had they litigated the validity of the 
wage order in court—as arguably would be the present defendants 
merely by defending plaintiffs’ suit. 


25'There might have been limited bases for antitrust liability 
not articulated by the Trucking Unlimited court. For example, the 
fact that the agency policy there was to promote free competition 
in the trucking industry might have brought the case under the 
rationale of the Paddock Pool and Continental Ore cases. 


26 Walker Process Equipment, Inc. V. Food Machinery & Chemical 
Corp., 382 U.S. 172 (1965) ; United States v. Singer Manufacturing 
Co., 374 U.S. 174 (1963) ; Kobe, Inc. v. Dempsey Pump Co., 198 F.2d 
416, 424-25 (10th Cir.), cert. denied, 344 U.S. 837 (1952) ; Lynch v. 
Magnavoz Co., 94 F.2d 883 (9th Cir. 1938) ; and Slick Airways, Inc. 
vy. American Airlines, Inc., 107 F. Supp. 199, 218-14 (D.N.J. 1951), 
appeal dismissed, 204 F.2d 230 (3d Cir. 1953). 
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Whatever may be the merits of that holding, it is ob- 
viously inapposite in the present circumstances. There, 
the defendant truckers had been permitted to partici- 
pate in the administrative proceeding adjudicating the 
plaintiffs’ rights to the certificates they sought, and the 
defendants had had standing to seek judicial review 
of the agencies’ determinations. Thus, each defendant 
in Trucking was in a position to commit the common law 
tort of abuse of process; indeed, the complaint in that 
case alleged in essence that the defendants’ conduct 
amounted to a concerted abuse of process for the purpose 
of restraining trade.” 


The proceedings before the FDA at issue in the present 
case are altogether different and are not “adjudicative” 
in the adversary sense that Judge Browning obviously 
meant. As between the plaintiffs and the defendants, 
they were nonadversary, and were intended only to de- 
termine, on the basis of all available information, whether 


plaintiffs’ drug was safe and effective. The defendants 
were not parties to those proceedings and did not par- 
ticipate in them. They could not seek any kind of judicial 
review of an FDA approval of a new drug application 
for Cothyrobal—much less could they bring baseless ac- 
tions seeking to set aside the agency determination. Thus, 
the Ninth Circuit decision that the Sherman Act may 
reach an agreement among traders to harass their com- 
‘petitor by vexatious and baseless litigation really has no 
bearing at all on this suit; the charges of the complaint 
here, rather, are that the defendants persuaded the 
agency in a manner prejudicial to the plaintiffs. That 
is the essence of what Noerr protects. 


The second basis for the Ninth Circuit holding was 
that the so-called “sham” exception to Noerr was appli- 


27 In their brief to the district court, the plaintiffs conceded that 
the “misuse of judicial process constitutes plaintiffs’ entire factual 
and legal case.” 1967 Trade Cases at 84740. 
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cable2* The Court of Appeals stated its understanding 
of that “exception” as follows: 


“The Act does not bar legislation or law enforce- 
ment restraining trade and therefore does not bar 
the solicitation of such action. Conversely, if joint 
action is not for the purpose of restraining competi- 
tion by inducing governmental action, but is rather 
for the purpose of imposing a direct restraint by 
the defendants’ own conduct, the Sherman Act ap- 
plies.” Id. at 89433. 


Thus, in order to be within the sham exception, the de- 
fendants must have taken “joint action” and it must have 
been taken for the purpose of imposing “direct restraint 
by the defendants’ own conduct” and not “for the purpose 
of restraining competition by inducing governmental 
action.” 


It is clear that the complaint does not charge the de- 
fendants with conduct within that reading of the “sham” 


exception. First, no “joint action” is alleged among com- 
petitors of the plaintiffs. Second, the only conduct com- 


28 The Supreme Court in Noerr left open in dictum the possibility 
that joint conduct addressed to governmental agencies which pro- 
duces anticompetitive effects might be a “sham” and that in such 
cases the immunity of the Noerr principle could be lost. The 
Supreme Court’s language on this point was that: 


“There may be situations in which a publicity campaign, 
ostensibly directed toward influencing governmental action, 
is a mere sham to cover what is actually nothing more than an 
attempt to interfere directly with the business relationships of 
a competitor and the application of the Sherman Act would 
be justified.” 365 U.S. at 144. 


It is notable that the “sham” exception, according to its 
terms applies only to a “publicity campaign” that is in reality 
nothing more than “an attempt to interfere directly with the 
business relationships of a competitor.” Cf. Valentine v. Chresten- 
sen, 316 U.S. 52 (1942). Obviously, the exception should have no 
application here. There is no allegation of publicity campaign and 
there are no alleged “business relationships” with respect to 
Cothyrobal. Indeed, there could be no such interstate business 
relationships prior to approval by the FDA of the Cothyrobal new 
drug application which plaintiffs have themselves withdrawn twice. 
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plained of is the defendants’ alleged efforts to persuade 
the FDA to withhold approval of a new drug application 
for Cothyrobal. Indeed, the only way the defendants 
could achieve their alleged objective of preventing inter- 
state sales of Cothyrobal was to persuade the FDA to 
withhold new drug approval. That, we submit, is the es- 
sence of “restraining competition by inducing govern- 
mental action”; clearly it is not action effecting restraint 
“by the defendants’ own conduct.” 


Thus, whatever may be the merits of the decision in 
Trucking Unlimited, it is clear, we submit, that it is 
not applicable to the present case. 


CONCLUSION 


For the reasons stated, the judgment of the district 
court should be affirmed, with costs. 
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ARGUMENTS: 


I. Appellees Do Not Refute Appellants’ Point I 
Nor Take Issue With The Well-Recognized 
Principle That For The Purposes Of A Mo- 
tion To Dismiss The Trial Court Must Look 
Primarily To The Complaint And Presume 
The Facts Alleged Therein Are True 


. Appellants’ Complaint Stems From Actions 
Of Appellees Which Prevent The Adminis- 
trative Process From Working, And By So 
Doing, Deny Appellants Access To Approval 
For Their Drug And A Competitive Market 
Position With Appellee Baxter 


. The Noerr-Pennington Doctrine Does Not 
Cloak Appellees’ Conspiratorial Activity 
From An Action Under The Anti-Trust 


The Actions Of Appellee Finkel Were With- 
out The Scope Of Her Authority And This 
Can Only Be Determined On Trial 


If The Dismissal Is Reversed, This Matter 
Should Be Returned To The Court Below 
For Trial On The Grounds That There Are 
Genuine Issues As to Material Facts 
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REPLY BRIEF FOR PLAINTIFFS-APPELLANTS 


Statement * 


It is not Appellants’ purpose, in submitting this reply 
brief, to subject this Court to a reargument of the propo- 
sitions already fully stated in Appellants’ Initial Brief. 
Such a course would merely waste the Court’s time and is 
unnecessary. The function of this brief will be to point 
out in the briefest manner possible certain fallacies in Ap- 
pellees’ arguments. 


* This case has not previously been before this Court. 


ARGUMENTS 
I. 


Appellees Do Not Refute Appellants’ Point I Nor 

Take Issue With The Well-Recognized Principle 

That For The Purposes Of A Motion To Dismiss 

The Trial Court Must Look Primarily To The 

Complaint And Presume The Facts Alleged 
Therein Are True. 


The subject of this appeal is a motion to dismiss. The 
ground rules in deciding such a motion are relevant. As 
set forth more generally heretofore in Point I to Appel- 
lants’ Brief, the trial court primarily considers the alle- 
gations in the complaint. lacaponi v. New Amsterdam Cas. 
Co., 379 F. 24 331 (CA 3, 1967), Cert. Denied 389 U.S. 1054. 
The motion raises only an issue of law. Yuba Consol. Gold 
Fields v. Kilkeary, 206 F. 2d 884 (CA 9, 1953). A motion 
to dismiss for failure to state a claim allows no discretion in 
the usual sense, since the complaint is either good or not 
good. Mitchell v. E-Z Way Towers, Inc., 269 F. 2d 126 
(CA 5, 1959). For purposes of the motion to dismiss, the 
complaint is construed in the light most favorable to Plain- 
tiffs and its allegations are taken as true. Jenkins v. Mc- 
Keithen, 395 U.S. 411, 421-22 (1969). A motion under Rule 
12(b) (6) admits the facts alleged in the complaint, but chal- 
lenges Plaintiffs’ right to relief. American Technical Ma- 
chinery Corp. v. Masterpiece Enterprises, Inc., 235 F. Supp. 
917 (D.C. Pa., 1964). 


The test, therefore, and the trial court’s inquiry is 
directed to whether the allegations constitute a statement 
of claim under Rule 8(a). The court will accept the 
pleaders’ description of what happened to them along with 
any conclusions that can reasonably be drawn therefrom. 
Murray v. City of Milford, Conn., 380 F. 2d 468 (CA 2, 
1967). Appellants have met the three requirements of 
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Rule 8(a) in their claim for relief and the court below did 
not find to the contrary. 


A motion to dismiss for failure to state a claim is viewed 
with disfavor and is rarely granted. Madison v. Purdy, 
410 F. 24 99 (CA 5, 1969). Rule 8 indicates that a com- 
plaint need only set out a generalized statements of facts 
from which Defendants will be able to frame a responsive 
pleading. See Conley v. Gibson, 355 U.S. 41, 48 (1957). 
The courts are reluctant to dispose of a complaint on tech- 
nical grounds in view of the policy of the federal courts 
to determine actions on their merits. Bredehoeft v. Cor- 
nell, 260 F. Supp. 557 (D.C. Or., 1966). As the court stated 
in Rennie & Laughlin, Inc. v. Chrysler Corporation, 242 
F. 2d 208 (CA 9, 1957) : 


“<[T]he primary objective of the law is to obtain 
a determination of the merits of any claim; and that 
a case should be tried on the proofs rather than 
the pleadings.’’ 


As stated in Appellants’ Initial Brief, the test most often 
applied to determine the sufficiency of the complaint was 
set forth in the leading case of Conley v. Gibson, supra, in 
which the Supreme Court stated: 


“«[I]n appraising the sufficiency of the complaint 
we follow, of course, the accepted rule that a com- 
plaint should not be dismissed for failure to state 
a claim unless it appears beyond doubt that the 
plaintiff can prove no set of facts in support of his 
claim which would entitle him to relief.’’ 

The question therefore is whether in the light most favor- 
able to Plaintiffs, and with every doubt resolved in their 
behalf, the complaint states any valid claim for relief? 
|Appellants’ Brief at 11]. This test Appellants have 
met. 


Dismissal should be granted only in the unusual case 
where Plaintiffs include allegations that show on the face 
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of the complaint that there is some insuperable bar to relief. 
Harman v. Valley National Bank, 339 F. 2d 564 (CA 9, 
1964). In other words, dismissal is justified only when the 
allegations of the complaint themselves clearly demonstrate 
that Plaintiffs do not have a claim. In the case before this 
Court the complaint plainly and concisely states a claim 
and meets all of the requirements of Rule 8(a). 


Il. 


Appellants’ Complaint Stems From Actions of 

Appellees Which Prevent The Administrative 

Process From Working, And By So Doing, Deny 

Appellants Access To Approval For Their Drug 

And A Competitive Market Position With 
Appellee Baxter. 


Appellees have sought throughout to turn the instant 
controversy into one involving the Doctrine of Exhaustion 
of Administrative Remedies. The very gravamen of the 
complaint is that Appellants have been prevented from 
properly pursuing their administrative remedies because 
of the conspiratorial actions of the Appellees. 


This is an action for damages and injunctive relief 
based on the conspiratorial activities of Appellees in violat- 
ing the antitrust laws of the United States in such a manner 
as to prevent Appellants from marketing a drug that will 
be in direct competition with Appellee Baxter’s drug, 
Choloxin [Brief for Appellant at 7]. It just so happens 
that Appellees’ actions to keep Cothyrobal out of a com- 
petitive market position with Choloxin took place in the 
initial stages of drug marketing, that is, at the stage 
where Food and Drug Administration (F.D.A.) approval 
of Cothyrobal was sought. Appellants have reason to 
believe that had they been successful in acquiring the 
F.D.A.’s approval of Cothyrobal, Appellees, or at least 
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some of them, would continue to conspire to keep Cothyrobal 
out of competition with Choloxin be it by price-fixing, a 
tie-in arrangement or one of a myriad of other methods all 
of which violate the antitrust laws of the United States. 


In allowing itself to accept Appellees’ argument con- 
cerning the Doctrine of Exhaustion of Administrative 
Remedies, the District Court erred in not seeing through 
the veil surrounding Appellees’ conduct in relation to the 
New Drug Applications for Cothyrobal. An analogy can 
be made to a general leading an army in combat. He may 
attempt a blocking movement in order to thwart his enemy. 
However, he is prepared, if the blocking movement fails, 
to fall back, regroup, and try additional strategy to prevent 
the advance of the enemy. Appellants contend that Appel- 
lees efforts at the F.D.A. were and are a blocking movement 
that has been successful. However, had it failed and 
approval was granted to Cothyrobal, Appellants contend 
the conspiracy would continue and surface an additional 


strategy to keep Cothyrobal out of competition with 
Choloxin. Baxter, with the most at stake financially, was 
the key conspirator who was simultaneously working on its 
competitive drug, but was aided and abetted by its co- 
conspirators who were in position to aid in accomplishing 
the objective of keeping a competitor from approval and 
getting on the market. 


Appellants, as previously stated, do not intend to 
reargue the contentions set forth in their Initial Brief to 
this Court. However, in direct rebuttal to Appellees’ con- 
tention that adequate remedy exists in the administrative 
source, here the F'.D.A., a restatement of the recent holding 
in Jewel Companies, Inc. v. FTC, 39 L.W. 2156 (CA 7, 
Sept. 9, 1970), will point up the distinction between the 
administrative remedy for an unjust or ill-advised decision 
at an agency, and the judicial remedy, which Appellants 
seek, where a wrong occurs because the administrative 
process is not allowed to function. This is the crux of the 
matter. Where the Federal Trade Commission issued a 
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complaint charging ‘‘field brokers”’ of fresh fruits and 
vegetables with a violation of Section 2(c) of the Clayton 
Act, the brokers filed suit in the United States District 
Court for Northern Illinois challenging the Commission’s 
authority to regulate the brokers activity. The District 
Court entered a temporary restraining order against the 
Commission and certified the question to the Seventh 
Cirenit. The issue presented was ‘‘whether the plaintiffs 
must exhaust administrative remedies before attacking the 
authority of the Commission.’’ In holding that the brokers 
had standing to sue, the Court of Appeals said ‘‘the ad- 
ministrative remedy was without relevance to the plaintiff’s 
claim.”? Id. Appellants contend the situation is the same 
in the instant case. With or without approval for 
Cothyrobal, there has been a conspiracy resulting in the 
failure of the administrative process to function properly, 
as alleged in the complaint, which has cost Appellants 
dearly both in reputation and in financial loss. Appel- 
lees ask, ‘“How can you ascertain these losses; you don’t 
even know if the F.D.A. would approve Cothyrobal.’’ To 
this, the reply, ‘“We never had a fair chance to try to get 
this approval; your efforts and conspiratorial acts pre- 
vented a fair and objective consideration of our applica- 
tion.”? As pointed out at page 29 of Appellants’ Brief, the 
District Court erred in not allowing Appellants to prove on 
trial that the actions of Appellees have precluded an ex- 
haustion of administrative remedies. 


In essence then, Appellants would like to make perfectly 
clear to this Court, that they are not attempting to have the 
District Court do the F.D.A.’s job. Rather, they are trying 
to point up to this Court that the District Court failed to 
see the violation of the antitrust laws alleged, and let itself 
get side-tracked on the issue of exhaustion of administra- 
tive remedy. Once again, failure of the F.D.A. to approve 
Cothyrobal is not the complaint; the complaint is, the con- 
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spiratorial activities of Appellees have been such as to vio- 
late the antitrust laws of the United States, and the several 
States, by keeping Cothyrobal off the market and out of 
competition with Choloxin. The end does not justify the 
means. 


III. 
The Noerr-Pennington Doctrine Does Not Cloak 


Appellees’ Conspiratorial Activity From An 
Action Under The Anti-Trust Laws. 


The conspiratorial actions of Appellees, as pointed out 
in Argument II to this Brief, has as their purpose preclu- 
sion of the drug Cothyrobal from a competitive market 
position with Appellee Baxter’s drug Choloxin. As such 
they encompass far more than an effort to petition govern- 
ment, the substance of the protection under Eastern Rail- 
roads Presidents’ Conference v. Noerr Motor Freight, Inc., 


365 U.S. 127 (1961) and United Mine Workers of America 
v. Pennington, 381 U.S. 657 (1965). The Noerr Doctrine, so 
heavily relied on in the Brief for Appellees Baxter, Trave- 
nol and Kritchevsky, basically held that the Sherman Act 
does not forbid attempts to influence the passage and en- 
forcement of laws. The complaint goes far beyond merely 
alleging that Appellees have joined together to influence 
the passage or enforcement of law. Rather it very suc- 
cinetly alleges a conspiracy with the eventual aim of keep- 
ing Cothyrobal out of competition with Choloxin. As the 
Supreme Court recognized in Noerr: 


“There may be situations in which a publicity 
campaign, ostensibly directed toward influencing 
governmental action, is a mere sham to cover what is 
nothing more than an attempt to interfere directly 
with the business relationship of a competitor and 
the application of the Sherman Act would be justi- 
fied? 365 U.S. at 144. [See Appellants’ Initial 
Brief at 13] 
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The case law on the Noerr question was amply set out 
in both Appellants’ Initial Brief and Appellees’ Baxter, 
et al. Brief. However, Appellees failed to see the cases 
relied on by Appellants for what they are, a definite move- 
ment by the courts away from absolute immunity under 
Noerr when the type of activity complained of in the instant 
case takes place. Said Appellees point out at page 23 of 
their brief that the Ninth Circuit in the recent case of 
Trucking Unlimited v. California Transport Co., 39 L.W. 
2206 (Oct. 5, 1970) certain activities constituting joint 
action among competitors to interfere with other competi- 
tors, come within a ‘‘sham”’ exception referred to by 
the Supreme Court in Noerr, supra [Appellees’ Baxter, 
et al. Br. at 233, n. 24]. In Trucking Unlimited, the de- 
fendant companies, the largest highway common carriers 
in California and the Western states, attempted to destroy 
competition with small competing companies, resulting 
from the relatively easy access to operating rights 
granted by the California Public Utilities Commission 
(PUC) and the Interstate Commerce Commission (ICC). 
In order to encourage competition in the trucking 
industry, the PUC has for some time had a policy of 
freely granting and approving the transfer of certificates 
of public convenience and necessity. Such certificates, until 
1963, were registered by the ICC without further hearing. 
Defendants, through a joint trust fund maintained by 
monthly contributions, began to oppose all such applica- 
tions, regardless of their merits, through stages of the 
administrative and judicial process. The resulting financial 
burden in prosecuting an application, prevented many 
small companies from doing so. Accepting the Noerr 
Doctrine as a carte-blanche for the type of activity carried 
on by said Defendants, the District Court barred the action 
by the small trucking companies. Stating that neither the 
PUC nor the ICC was in the business of ‘‘determining 
whether laws restraining trade would be adopted, or have 
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been adopted, whether they will be enforced,’’ the Ninth 
Circuit held that it would be pointless to limit the reach of 
the Sherman Act in order to protect the access ‘‘of Courts 
and Agencies in adjudicated functions to information and 
opinion relevant to the determinations which they had no 
power to make.’’ 39 L.W. 2206. As pointed out more fully 
in their Initial Brief, Appellants urge this decision on this 
Court. The actions of Appellees here have not been di- 
rected to providing information to an agency engaged in 
the business of passing or enforcing laws. The F.D.A. is 
in the business of applying the laws and should be left free 
from the type of activity complained of to apply them in 
fair and objective manner. [See Appellants’ Initial Brief 
at 13-18.] 


Appellees Baxter, et al. place great weight at page 25 
of their brief on the fact that defendants in Trucking Un- 
limited had been permitted to participate in the administra- 
tive proceeding adjudicating the plaintiff’s right to the cer- 


tificates they sought. They point out that in the instant 
case Appellees had no right or permission to be involved 
in any actions at the F.D.A. regarding the drug Cothyrobal. 
They see the Ninth Cireuit’s decision as one which pro- 
hibits ‘‘an agreement among traders to harass their com- 
petitor by vexatious and baseless litigation’’ [Appellees’ 
Baxter, et al. Br. at 25]. It is obvious that the Ninth Cir- 
cuit’s decision goes much farther than that. As pointed out 
in Argument II to this Brief, Appellants urge upon the 
Court the proposition that the activities by Appellees in 
regard to the Cothyrobal application are part of a much 
larger conspiracy to keep the drug out of competition with 
Choloxin. As the Ninth Circuit pointed out, ‘‘The act does. 
not bar legislation or law enforcement restraining trade and 
therefore does not bar the solicitation of such action. Con- 
versely, if joint action is not for the purpose of restraining 
competition by inducing governmental action, that is rather 
for the purpose of imposing direct restraint by defendant’s 
own conduct, the Sherman Act applies.”? 39 L.W. 2206. 
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The fact that Appellees conspired to preclude action at the 
F.D.A., where they admittedly were not parties and had no 
reason or permission to participate, is but a part of their 
“‘purpose of imposing direct restraint’’ on the marketing 
of Cothyrobal. The Ninth Circuit directly pointed out that 
the Noerr immunity does not cover any joint activity whose 
real purpose is to restrain competitors directly rather than 
to restrain them indirectly, by producing restrictive gov- 
ernmental action. Appellants suggest that this is exactly 
the situation here. 


IV. 


The Actions Of Appellee Finkel Were Without 
The Scope Of Her Authority And This Can Only 
Be Determined On Trial. 


Appellee Finkel’s motion to dismiss below was based 
on the affirmative defense that she is cloaked by official 
immunity in her actions complained of. The standing rule 
is that affirmative defenses listed in Rule 8(c) of the Fed- 
eral Rules of Civil Procedure, and any other defense that 
is not specified in Rule 12(b), must be asserted in defend- 
ant’s answer and cannot be the basis for a motion to dismiss 
the complaint. See, e.g., Eberle v. Sinclair Prairie Oil Co., 
35 F. Supp. 296 (D.C. Okla., 1940), affirmed 120 F. 2d 746 
(CA 10, 1941). The rule against raising defenses by motion 
js based on the view that motions to dismiss cannot be used 
to resolve disputed fact questions, and that courts should 
avoid “little trials” on the pleadings because under federal 
practice the pleadings are designed simply to provide notice 
of the claims and defenses of the parties. As pointed out 
in Argument I to this brief, the facts necessary to establish 
an affirmative defense must be shown by matter outside the 
complaint and hence the defense technically cannot be ad- 
judicated on a motion under Rule 12. 
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As more fully set out in their brief, Appellants contend 
that Appellee Finkel acted ‘‘completely without authoriza- 
tion of law or authority’’ in her actions. [Appellee Finkel’s 
Br. at 4]. Hence, an issue of fact exists that can only be 
decided on trial. [The legal arguments as to what deter- 
mines ‘‘line of duty’? are amply spelled out in both Ap- 
pellants’ Initial Brief and Appellee Finkel’s typed brief. 
However, the definition must be determined on trial on the 
merits, not on a “little trial’? predicated by a motion to 
dismiss]. 


The Government on pages 3-5 of its brief states in 
effect that allegations against the alleged conspirators to 
restrain trade in violation of the law would not suffice to 
remove it from operation of the immunity rule. This is 
not true. On a motion to dismiss such allegations are 
sufficient as aforestated so long as Rule 8(a) has been 
complied with. 


As more generally stated in Appellants’ Initial Brief, 
the immunity doctrine was created to protect a government 
official from interference in the free exercise of his duty, 
not in instances where the official is clearly outside his duty. 
As suggested, the latter determination must be made on 
trial, when all the evidence is in, and cannot be properly 
made onamotion. [See Appellants’ Initial Brief at 22-28]. 


Vv. 


If The Dismissal Is Reversed, This Matter Should 

Be Returned To The Court Below For Trial On 

The Grounds That There Are Genuine Issues As 
To Material Facts. 


The trial court held the Defendants’ requests for alter- 
native relief for summary judgment as moot. In any event, 
the moving parties failed to prove that there were no 
genuine issues as to any material facts and that they were 
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thereby entitled to judgment as a matter of law. In fact, 
serious and substantial controversy does exist as to the 
material facts. 


Appellees Baxter, Travenol and Kritchevsky would have 
this Court consider their summary judgment motion which 
the court below held moot [Appellees’ Brief at 4]. Since 
Appellees are unable to sustain a motion to dismiss on the 
record below, they are hardly in a position to sustain a 
summary judgment motion on the same record. 


The denial of a motion to dismiss for failure to state a 
claim, which merely upholds the sufficiency of the com- 
plaint, does not of itself prevent a subsequent motion for 
summary judgment based on facts outside the complaint. 
However, when as in the instant case, a motion for sum- 
mary judgment is made upon the same grounds on which a 
concurrent motion to dismiss was denied, it cannot be 
granted. Munson Line v. Green, 6 F.B.D. 470 (D.C.N.Y., 
1947). Further, it would be error for this Court to enter 
a summary judgment for Defendant on the ground of lack 
of jurisdiction, as suggested by Appellee Kritchevsky’s 
motion. Jones v. Brush, 143 F. 2d 733 (CA 9, 1944). 


Summary judgment is a drastic remedy and the courts 
properly have been liberal in exercising their discretion 
under Rule 56, and give the party opposing the motion 
full opportunity to show and prove any genuine issue which 
may exist. This is true even where the party could have 
made that showing at the time the motion came on for 
hearing. Mischaud v. Rogers, 1 F.R.D. 722 (D.C.N.Y., 
1941). In the instant case, it is evident, that inasmuch as 
Appellees failed on the hearing on the motion to provide 
enough information to show there is no genuine issue as 
discussed more fully in Argument I, they certainly did not 
show sufficient evidence to sustain a motion for summary 
judgment. Appellants have complied with the rules, and 
in the complaint and other parts of the record before the 
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trial court [i.e., JA-Cong. Rec.] have given evidence creat- 
ing a genuine issue.} Chambers ¢ Co. v. Equitable Life 
Assur. Soc. of U.S., 224 F. 2d 338 (CA 5, 1955). 


Since the 1963 amendment to Rule 56, summary judg- 
ment must still be denied if the facts established by the 
moving parties’ uncontroverted affidavits fail to show that 
they were entitled to a judgment as a matter of law. Lujan 
v. MacMurtrie, 383 P. 2d 187, 190 (Ariz., 1963). In most 
instances motions for summary judgment have had to be 
denied. U.S. v. Bernauer, 10 F.B.D. 400 (D.C.N.J., 1950). 
Such is the case here. 


It is apparent on the face of the pleadings, as pointed 
out in Argument I to this Brief, that the material pre- 
sented for consideration at the trial level cannot support 
either a motion to dismiss or a motion for summary judg- 
ment. There are controverted facts which require a trial 
on the merits. The token affidavits of Appellees [JA-31-38] 


certainly do not controvert as a matter of law, the serious 
charges in the complaint or the evidence supplied in the 
Congressional Record [JA-Cong. Rec.], apparently not 
considered by the trial court. At best, these affidavits 
merely raised the genuine issues as aforementioned. 


Apretyants Reserve ror Oran Arcumenr Any PHasp 
or APPELLEES’ Briers WHicH Has Not Bren SPECIFICALLY 
Deaur wire Herein. 
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CONCLUSION 


As set forth in Appellant’s Initial Brief [p. 32], 
the Order of the District Court must be vacated and 
returned to the trial court. 


Respectfully submitted, 
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